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SUNSHINE ACT MEETINGS . 35271 


MIGRANT AND SEASONAL FARMWORKER 
PROGRAMS 

Labor/ETA announces FY 1978 state planning alloca¬ 
tions (Part V of this issue) —.— .• 35329 

VITAMIN AND MINERAL PRODUCTS 

HEW/FDA revises effective date for regulations govern¬ 
ing labeling and composition -—.— 35152 

PESTICIDE PROGRAMS 

FPA proposes tolerances for residues of the herbicide 
Dalapon in or on a variety of crops and crop groupings; 

comments by 8-8-77 ....—•— 35173 

FPA establishes exemptions from the requirement of a 
tolerance for certain inert ingredients used in pesticide 

formulations ....*....... 35158 

FPA proposes tolerance for pesticide chemical Naled — 35172 

OCCUPATIONAL SAFETY 

HEW/PHS solicits information concerning coal gasifica¬ 
tion and vinyls (2 documents); comments by 10-6- 
77 . ... 35226, 35227 

FISHERY CONSERVATION AND MANAGEMENT 

State notice on applications for permits to fish off the 
coasts of the United States (Part II of this issue) .— 35309 


CONSUMER SERVICES 

FEA establishes guidelines for grant program for state 
offices to assist representation of consumer interests 
before electric utility regulatory commissions; effective 
7-3-77 ..... .. 


35163 


VOLATILE ORGANIC COMPOUNDS 

EPA recommends policy control (Part III of this issue). 35313 


PESTICIDES 

HEW/FDA proposes food additive tolerance for Dalapon; 


comments by 8-8-77 .-.—-- 35171 

SMALL BUSINESS POLICY 

SBA establishes new requirements and procedures for 
participation in loan programs; effective 7-8-77... . 35150 


COMPREHENSIVE EMPLOYMENT AND 
TRAINING ACT 

Labor/Secy proposes to clarify existing policies and 
provide new aproaches to the grant process; comments 
by £-8-77 (Part IV of this issue) ... 35317 
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AGENCY PUBLICATION ON ASSIGNED DAYS OF THE WEEK 

The six-month trial period ended August 6. The program is being continued on a voluntary basis (see OFR 
notice, 41 FR 32914, August 6, 1976). The following agencies have agreed to remain in the program: 


Monday 

Tuesday 

Wednesday 

Thursday 

Friday 

NRC 

USOA/ASCS 


NRC 

USDA/ASCS 

DOT/COAST GUARD 

USDA/APHIS 


DOT/COAST GUARD 

USDA/APHIS 

DOT/NHTSA 

USDA/FNS 


DOT/NHTSA 

USDA/FNS 

DOT/FAA 

USDA/REA 


OOT/FAA 

USDA/REA 

DOT/OH MO 

CSC 


DOT/OHMO 

CSC 

DOT/OPSO 

LABOR 


DOT/OPSO 

LABOR 


HEW/ADAMHA 



HEW/ADAMHA 


HEW/CDC 



HEW/CDC 


HEW/FDA 



HEW/FDA 


HEW/HRA 



HEW/HRA 


HEW/HSA 


HEW/HSA 


HEW/NIH 


HEW/NIH 


HEW/PHS 


HEW/PHS 


Documents normally scheduled on a day that will be a Federal holiday will be published the next work day 
following the holiday. 

Comments on this program are still invited Comments should be submitted to the Day of-the Week Program 
Coordinator, Office of the Federal Register. National Archives and Records Service. General Services Adminis¬ 
tration. Washington, D.C. 20408. 


ATTENTION: For questions, corrections, or requests for information please see the list of telephone numbers 
appearing on opposite page. 




Published daily, Monday through Friday (no publication on Saturdays, Sundays, or on official Federal 
holidays), by the Office of the Federal Register National Archives and Records Service, General Services 
Administration. Washington. DC 20408, under the Federal Register Act (49 Stst. 500. as amended. 44 US.C., 
Ch 15) and the regulations of the Administrative Committee of the Federal Register (1 CFR Ch. I). Distribution 
Is made only by the Superintendent of Documents, UjS Government Printing Office. Washington. D C. 20402. 


The FtPMAL Rsourrm provides a uniform system for making available to the public regulations and legal notices Issued 
by Federal agencies. These Include Presidential proclamations and Executive orders and Federal agency documents having 
general applicability and legal effect, documents required to be published by Act of Congress and other Federal agency 
documents of public Interest Documents are on file for public Inspection In the Office of the Federal Register the day before 
they are published, unless earlier filing Is requested by the Issuing agency. 


The Fsdksal Rccistcs will be furnished by mall to subscribers, free of postage, for 95 00 per month or 950 per year, payable 
In advance. The charge for individual copies Is 75 cents for each issue, or 75 cents for each group of pages as actually bound 
Remit check or money order, made payable to the Superintendent of Documents. UJS. Government Printing Office. Washington. 
D.C. 20402 


There are no restrictions on the republlcatlon of material appearing in the Frontal. Rcctsm. 


FEDERAL REGISTER. VOL 42. NO. 131—HHOAY, JULY 9, 1977 



































































INFORMATION AND ASSISTANCE 

Questions and requests for specific information may be directed to the following numbers. General inquiries 
may be made by dialing 202-523-5240. 


FEDERAL REGISTER, Daily Issue: 

Subscription orders (GPO) . 202-783-3238 

Subscription problems (GPO) . 202-275-3050 

"Dial • a • Regulation" (recorded 202-523-5022 


summary of highlighted docu¬ 
ments appearing in next day’s 
issue). 

Scheduling of documents for 

523-5220 

publication. 

Copies of documents appearing in 

523-5240 

the Federal Register. 

Corrections..... 

523-5286 

Public Inspection Dcsk,........«... 

523-5215 

Finding Aids. 

523-5227 

Public Briefings: "How To Use the 

523-5282 

Federal Register." 

Code of Federal Regulations (CFR) . 

523-5266 

Finding Aids... 

523-5227 


PRESIDENTIAL PAPERS: 

Executive Orders and Proclama- 523-5233 

tions. 

Weekly Compilation of Presidential 523-5235 

Documents. 

Public Papers of the Presidents.... 523-5235 

Index _ 523-5235 

PUBLIC LAWS: 

Public Law dates and numbers. 523-5237 

Slip Laws. 523-5237 

U.S. Statutes at Large. 523-5237 

Index . 523-5237 

U.S. Government Manual.~. 523-5230 

Automation ____— 523-5240 


Special Projects .-—. 


HIGHLIGHTS—Continued 


OVER THE COUNTER DRUGS 

HEW/FDA proposes establishment of a monograph for 
OTC Internal analgesic, antipyretic and antirheumatic 
products; comments by 10-6—77; reply comments by 
11-7-77 (Part VII of this issue) ..—*- 35345 

FOREIGN SERVICE INFORMATION OFFICERS 

USIA revises eligibility requirements regarding minimum 
age. and the elimination of reference to citizenship of 
spouse in the examination and appointment of 
applicants ..—.. 35156 

MEDICARE PROGRAM 

HEW/HCFA issues schedule of limits on Hospital In¬ 
patient General Routine Service Costs on or after 7-1 
and before 10-1-77 (Part VIII of this issue) --.— 35495 

MANDATORY PETROLEUM PRICE 
REGULATIONS 

FEA issues ruling on treatment of separate reservoirs as 
stripper well properties —. .. 35161 

PRIVACY ACT 

DOD/DMA notice of new system of records 35181 

DOD/Secy corrects system of records exemption; 
effective 9-27-75 ..... 35157 


MEETINGS— 

USDA/FSQS: Expert Panel on Nitrites and Nitros- 

amines, 7-25-77 . 35177 

DOD/Army: Winter Navigation Board, 7-26 and 

7-27-77 .. 35181 

Secy: Wage Committee, 0-6. 9-13, 9-20, and 

9-27-77 . 35183 

FEA: Petroleum Company Financial Reporting System, 

7-29-77 ._.. 35187 

HEW/HRA: Health Services Developmental Grants 

Study Section, 7-31 thru 8-1 and 9-25 thru 

9-26-77 (2 documents) . . 35223,35224 

National Advisory Council on Health Professions 


Education, 8-29 thru 6-31-77 —*. 35226 

National Advisory Council on Nurse Training, 

8-29 thru 9-1-77 ...— 35224 

U.S. National Committee on Vital and Health 

Statistics, 7-26 and 7-27-77 35223 

NIH: Cancer and Nutrition Scientific Review Com- 

mittee, 8-23 and 8-24-77 .- 35225 

Cardiology Advisory Committee, 9-23-77 . 35Z25 

Chemical Selection Subgroup of the Clearing¬ 
house on Environmental Carcinogens, 8-29- 
77 35224 

Committee on Cancer Immunobiology, 8-30-77 35226 

Committee on Cancer Immunotherapy. 8-18-77.. 35225 
Diet and Cancer Scientific Review Committee, 

• 8-23 and 8-24-77 35225 

Executive Subgroup of the Clearinghouse on 

Environmental Carcinogens, 8-1-77 . 35224 

Experimental Design Subgroup of the Clearing¬ 
house on Environmental Carcinogens. 8-30- 
77 35224 

Planning and Agenda Work Group of National 
Advisory Research Resources Council. 8-16- 
77 35226 

President's Cancer Panel, 8-9-77. 35224 

Recombinant DNA Molecule Program Advisory 
Committee; Workshop on Design of Test for 
EK3 Host Phage Vector Systems, 7-19-77 35226 

NSF: Science Application Task Force, 7-26 and 

7-27-77 ~ 35235 

State: Shipping Coordinating Committee. Subcommit¬ 
tee on Safety of Life at Sea, 8-4-77 . 35 237 

U S CCITT National Committee. Study Group 5, 
7-26-77 .-. — 35237 

AMENDED MEETINGS— 

HEW/NIH: Allergy and Immunology Research Com- 

mittee. 7-29-77 35226 

Minority Access to Research Careers Review Com¬ 
mittee. 7-20-77 — 35226 

National Commission on Digestive Diseases, 7-21 

and 7-22-77 .-.-. 35226 
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HIGHLIGHTS—Continued 


CANCELLED MEETINGS— 

HEW/NIH: Carcinogenesis Scientific Advisory Committee. 

7-18 and 7-19-77 . 35225 

HRA: Long Term Care Advisory Committee. 7-14 and 

7- 15-77 35224 

HEARINGS— 

Commerce/NOAA: Foreign Fishing Ventures Within 
U S. Fishery Conservation Zone (2 documents). 

8- 3, 8-5. 8-6. 8-8. 8-9. 8-16 thru 8-19. 8-22. 

8-22. 8-23 and 8-24-77 35175 


SEPARATE PARTS OF THIS ISSUE 

Part H, State ..... ....... 35309 

Part ML EPA _____—.~ 35313 

Part IV. Labor/Secy . .. 35317 

Part V. tabor/ETA .. 35329 

Part VI. Interior/BLM . —. 35333 

Part VII, HEW/FDA ____ 35345 

Part VIII. HEW/HCFA .... 35495 

Part IX. Labor/ESA ...-.-. 35507 


AGENCY FOR INTERNATIONAL 
DEVELOPMENT 


Notices 

Authority delegations: 

Bangladesh. Mission Director, et 

al; loan agreements . 35238 

Indonesia. Mission Director, et 

al.; contracting functions _ 3G237 

Pakistan. Mission Director, et 

al . loan agreements - 35239 

Philippines, Mission Director, et 

al.. loan agreements __ 35238 

AGRICULTURAL MARKETING SERVICE 
Rules 

Apricots grown in Wash - 35144 

Avocados grown In So. Fla.35142 

lemons grown in Arlz. end Calif. 35142 

Nectarines grown in Calif.. 35143 

Potatoes 'IrLshi grown In Idaho 

and Oreg. - 35144 

Walnuts, imported _ 35146 


AGRICULTURE DEPARTMENT 

See Agricultural Marketing Serv¬ 
ice; Food Safety and Quality 
Service. Rural Electrification 
Administration. 

ARMY DEPARTMENT 
Notices 

Meetings: 

Winter Navigation Board on 
Great Lakes-St Lawrence 
Seaway___35181 

CIVIL SERVICE COMMISSION 
Rules 

Excepted service: 

Arts and Humanities. National 

Foundation_ 35141 

Environmental Protection Agen¬ 


cy —...35141 

Interior Department.... 35141 

Labor Department_35142 


Administration_35141 

National Aeronautics and Space 
Transportation Department... . 35141 

Notices 

Noncareer executive assignments: 

Labor Department . 35178 

COMMERCE DEPARTMENT 

See Economic Development Ad¬ 
ministration; National Oceanic 
and Atmasphertc Administra¬ 
tion. 


contents 

CONSUMER AFFAIRS AND REGULATORY 
FUNCTIONS. OFFICE OF ASSISTANT 
SECRETARY 

Rules 

Mobile home procedural and en¬ 
forcement regulations: 

Certification label, elimination 
of deadline___ 35156 

DEFENSE DEPARTMENT 

Se• also Army Department; De¬ 
fense Mapping Agency. 

Ru'es 

Privacy Act. implementation, cor¬ 


rection --- 35157 

Notices 

Meetings 

Wage Committee... 35183 


DEFENSE MAPPING AGENCY 
Notices 

Privacy Act; systems of records.. 35181 

DRUG ENFORCEMENT ADMINISTRATION 
Notices 

Schedules of controlled sub¬ 
stances: 

Ecgonine; 1977 Interim produc¬ 
tion quota.. 35234 

ECONOMIC DEVELOPMENT 
ADMINISTRATION 

Notices 

Import determination petitions: 

Abe Levine Knitting Mills, Inc. 35178 
Ardmore Fashions. Inc_ 35179 

EMERGENCY NATURAL GAS ACT OF 1977, 
ADMINISTRATOR 

Notices 

Emergency orders, etc.: 

Amlnoil _ 35177 

TUCO Inc. et al.; correction... 35177 

EMPLOYMENT AND TRAINING 
ADMINISTRATION 

Proposed Rules 

Comprehensive Employment and 
Training Act; 

Manpower programs and grants 
to areas of high unemploy¬ 
ment _ 35317 

Notices 

Employment transfer and busi¬ 
ness competition determina¬ 


tions; financial assistance ap¬ 
plications _ 35234 

Migrant and other seasonally em¬ 
ployed farmworker programs: 

Fiscal year 1978 State planning 
estimates and areas- 35329 


EMPLOYMENT STANDARDS 
ADMINISTRATION 

Notices 

Minimum wages for Federal and 
federally-assisted construction; 
general wage determination de¬ 
cisions, modifications, and su¬ 
persedeas decisions- 35507 

ENVIRONMENTAL PROTECTION AGENCY 
Rules 

Pesticide chemicals in or on raw 
a g ricul tural com mod i ties; 

tolerances and exemptions. 

etc.: 

Inert ingredients in pesticide 

formulations _ 35158 

Water pollution; effluent guide¬ 
lines for certain point source 
categories: 

Petroleum refining; extension 


of time _ 35159 

Proposed Rules 

Air programs: energy-related au¬ 
thority: 

Georgia .. 35172 


Pesticide chemicals in or on raw 
agricultural commodities; 
tolerances and exemptions, 
etc.: 

Dalapon . 35173 

Naled . 35172 

Notices 

Air quality standards; photo¬ 
chemical oxidants; volatile or¬ 
ganic compounds, control pol¬ 
icy .—. 35313 

Pesticide applicator certification 
and interim certification; 

State plans; 

Alaska . 35183 

California .. 35184 

Pesticide chemicals; tolerances, 
exemptions, etc.; petitions: 

Elanco Products Co... _ 35186 

Mobay Chemical Corp -... 35184 

Pesticide registration: 

Applications _ 35184 

Toxic substances control: 

Chemicals, candidate list; avail¬ 
ability on magnetic tape . 35183 


iv 


FEOERAl REGISTER, VOl 42. NO 131—FRIDAY, JULY •. 1977 






































CONTENTS 


ENVIRONMENTAL QUALITY COUNCIL 

Notices 

Environmental statements; avail¬ 
ability. etc .*- 35179 

EQUAL EMPLOYMENT OPPORTUNITY 
COMMISSION 

Proposed Rules 

Procedural regulations: 

Charges, deferral designation, 
certain State and local agen¬ 
cies designated as 706 agen¬ 
cies; correction.. 35172 

FEDERAL ENERGY ADMINISTRATION 

Rules 

Consumer services ofTices. grants. 35163 

Rulings: 

Stripper well properties: treat¬ 
ment of separate reservoirs 
as .-.. 35161 

Proposed Rules 

Energy conservation program; ap¬ 
pliances: 

Ranges, cooking tops, and ovens, 
conventional, and microwave 
ovens: inquiry; correction— 35170 

Petroleum allocation and price 
regulations, mandatory: 

Middle distillate prices; post- 
exemption monitoring; hear¬ 
ing postponed- 35170 

Notices 

Petroleum company financial re¬ 
porting system: panel discus¬ 


sion - 35187 

FEDERAL MARITIME COMMISSION 
Notices 

Oil pollution; certificates of finan¬ 
cial responsibility.. . 35189 

Agreements filed, etc.: 

Associated Trans - Atlantic 

Freight Conferences . 35190 


FEOERAL POWER COMMISSION 
Notices 

Natural gas companies: 

Rate schedules and tariffs; 
Form 108. filing; extension 


of time - 35211 

Hearings, etc.: 

Appalachian Power Co _ 35191 

Associated Gas Distributors. 35208 
Colorado Interstate Oas Co_._. 35196 
Columbia Oas Transmission 

Corp .. 35196 

Detroit Edison Co. .. 35197 

El Paso Alaska Co _ 35191 

El Paso Natural Gas Co. <2 doc¬ 
uments) -_ 35198 

Elms Brothers L Co. _ 35198 

Frio Production Co..... 35199 

Goldklng Production Co _ 35200 

Indiana 1* Michigan Electric Co. 

(2 documents) _ 35200. 35201 

Interstate Power Co _ 3519 r 

Marine Contractors L Supply. 

Inc . 35201 

Michigan Wisconsin Pipe Line 

Co., et ml .. 35209 

Mississippi Power Co . 35202 

Montana-Dakota Utilities Co.. 35192 
NGP-LNO. Inc .. 35193 


Natural Gas Pipeline Co. of 
America, et al. *2 docu¬ 
ments^ _ 35192, 35210 

Northern Natural Oas Co . 35202 

Northwest Pipeline Corp (2 

documents) _...._ 35202, 35203 

Panhandle Eastern Pipe Line 

Co . 35209 

Public Service Co. of Okla¬ 
homa - 35204 

Sierra Pacific Power Co.. .... 35204 

Southern Natural Oas Co . 35193 

Tenneco Inc _ 35206 

Tennessee Gas Pipeline Co . 35206 

Texas Energies. Inc -1— 35207 

Texas Gas Transmission Corp. . 35207 
Transcontinental Gas Pipe Line 

Corp .. 35208 

Trunkline LNG Co., et al . 35211 

United Oas Pipe Line Co. <2 doc¬ 
uments) _ 35194. 35195 

Wisconsin Electric Flower Co., 
et al . 35195 

FEDERAL RAILROAD ADMINISTRATION 

Rules 

Railroad Revitalization and Reg¬ 
ulatory Reform Act of 1976: 
Application under section 505: 
correction -- 35159 

FEOERAL RESERVE SYSTEM 

Rules 

Truth-in-lending: 

Official staff Interpretations..- 35146 

Notices 

Board actions; applications and 


reports _ 35215 

Applications, etc.: 

K & B Producers, Inc .. 35218 

Lake View Bancorp Inc. . 35218 

Midland Capital Co.. . 35218 

Piedmont Bank .. 35219 

Piedmont Bank group. Inc . 35220 

Republic of Texas _ 35220 

Sierra Petroleum Co.. Inc _ 35220 

Twin Lakes Financial Corp _ 35220 


FOOD AND DRUG ADMINISTRATION 


Rules 

Animal drugs, feeds, and related 
products: 

Chloramphenicol tablets; cor¬ 
rection _ 35155 

O-Ethyl S.S-diphenyl phos- 

phorodithioate. 35155 

Dietary foods; vitamin and miner- 
ral products; effective date 

extended.. 35152 

Food for human consumption. 

Frozen desserts: frozen dastard, 
ice cream, etc.: identity stand¬ 
ard: effective dale partially 
confirmed and stayed: in¬ 
quiry _ 35152 

Human drugs and medical devices: 

Intrauterine contraceptive de¬ 
vices; professional and patient 
labeling; correction_35155 


Organization and authority dele¬ 
gations: 

Drugs Bureau. Medical Devices 
Bureau, and Veterinary Med¬ 
icine Bureau: headquarters 35151 
Proposed Rules 
Food additives: 

Dalapon ... 35171 


Human drugs: 

Over-the-counter drugs; inter¬ 
nal analgesic, antipyretic and 
antirheumatic products; mon¬ 
ograph' establishment . 35345 

Notices 

Animal drugs: 

Penicillin-streptomycin premix- 
cs; hearing; extension of 

time _ 35220 

Biological product licenses: 

Metabolic. Inc., revocation; 
hearing and prehearing con¬ 
ference _ 35221 

Food additives; petitions filed or 
withdrawn : 

Georgia-Pacific Corp_ 35221 

Meetings: 

Advisory committees, panels. 

etc.; correction __ 35220 

Pears, canned; Identity standards; 

temporary permit for market 

testing . 35221 

FOOD SAFETY AND QUALITY SERVICE 
Proposed Rules 

Meat and poultry products, inspec¬ 
tion: 

Poultry, undenatured; transpor¬ 


tation; withdrawn_35170 

Notices 

Meetings: 

Nitrites and Nitrosamines Ex¬ 
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HEALTH. EDUCATION. AND WELFARE 
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See Food and Drug Administra¬ 
tion: Health Care Financing 
Administration; Health Re¬ 
sources Administration: Na¬ 
tional Institutes of Health; So¬ 
cial Security Administration. 

HEALTH CARE FINANCING 
ADMINISTRATION 

Notices 

Hospital inpatient general routine 
service costs; schedule of limits 35495 

HEALTH RESOURCES ADMINISTRATION 


Notices 

Meetings; 

Advisory Committees; July. - 35224 
Advisory Committees; July and 

August _ 35223 

Advisory Committees; August 

and September.. 35224 

Advisory Committees; Septem¬ 
ber - . 35224 


HOUSING ANO URBAN DEVELOPMENT 
DEPARTMENT 

See Consumer Affairs and Regu¬ 
latory Functions. Office of As¬ 
sistant Secretary. 

INDIAN AFFAIRS BUREAU 
Notices 

Alaska native claims, settlement; 
applications: 

Gold Creek-Susitna Native As¬ 
soc,. Inc., et al . .— 35228 
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INTERIOR DEPARTMENT 

See also Indian Affairs Bureau: 

Land Management Bureau. 

Notices 

Environmental statements; avail¬ 
ability. etc.: 
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INTERNAL REVENUE SERVICE 

Notices 

Employee benefit plana: 

Prohibitions on transactions; 
exemption proceedings, appli¬ 
cations. hearings, etc., cor¬ 


rection ....- 35235 

INTERNATIONAL TRAOE COMMISSION 
Notices 

Import investigations: 
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reminders 

(The Items in this list were editorially compiled ss an aid to Pcokral Register users. Inclusion or exclusion from this list has no legal 
significance. Since this Hat Is intended as a reminder. St docs not Include effective dates that occur within 14 days of publication.) 


Rules Going Into Effect Today 


DOT/NHTSA—Anthropomorphic test dum¬ 
my; dummy calibration test procedures 
and dummy design specifications. 

7148; 2-7-77 
ICC—Intercity motor common carriers of 
passengers; service, equipment, and 
facilities ._ 29309; 6-8-77 


Rules Going Into Effect July 10. 1977 

DOT/TAA—Operation Review Program 
Amendment No. 2; rotocraft external¬ 
load operations. .. 24196; 5-12-77 


List of Public Laws 


This is a continuing listing of public bills 
that have become law. the text of which is 
not published In the Pedijiai. Register. 
Copies of the laws in Individual pamphlet 
form (referred to as "slip laws*') may be 
obtained from the U S. Government Printing 
Office. 

H R. 3695 Pub. L. 95-62 

“State Veterans' Home Assistance Im¬ 
provement Act of 1977*'. (July 5, 1977; 
91 Stat, 262). Price $-35. 

H.R. 3849 ... Pub. L. 95-63 

National Advisory Committee on Oceans 
and Atmosphere Act of 1977. (July 5. 
1977; 90 Stat. 265). Price: $ 35. 
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rules and regulations 


This section of tha FEDERAL REGISTER contains regulatory documents having general applicability and legal effect most of which are 
keyed to and codified in the Code of Federal Regulations, which is published under 50 titles pursuant to 44 U S.C. 1510. 

The Code of Federal Regulations is sold by the Superintendent of Documents. Prices of new books are listed in the first FEDERAL 
REGISTER issue of each month. 


Title 5—Administrative Personnel 
CHAPTER I—CIVIL SERVICE COMMISSION 
PART 213—EXCEPTED SERVICE 
Environmental Protection Agency 
AGENCY: Civil Service Commission. 
ACTION: Final rule. 

SUMMARY: This section is amended to 
reflect a change in title from Regional 
and Intergovernmental Liaison Special¬ 
ist to Liaison Specialist to the Director, 
Office of Regional and Intergovernment¬ 
al Operations. 

EFFECTIVE DATE: July 8. 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

William Bohling. 202-632-4533. 

Accordingly. 5 CFR 213.3318(e) (1) is . 
amended as set out below: 

§213.3318 Environmental Protection 
Agency. 

• • • • • 

(e) Office of Regional and Intergov¬ 
ernmental Operations. 

(1 > One Liaison Specialist U> the Di¬ 
rector. 

<5 U-S.C. 3301, 3302; EO 10577. 3 CFR 1054- 
1958 Comp., p. 218 ) 

United States Civil Serv¬ 
ice Commission, 

James C. Spry. 

Executive Assistant 
to the Commissioners. 

| FR Doc.77-10523 Filed 7-7-77;8 46 am) 


PART 213—EXCEPTED SERVICE 
Department of the Interior 

AGENCY: Civil Service Commission. 
ACTION: Final rule. 

SUMMARY: This amendment excepts 
from the competitive service under 
Schedule A temporary staff positions in 
the Youth Conservation Corps Centers 
operated by the Department of the In¬ 
terior. Employment under this authority 
shall not exceed 11 weeks a year. This 
exception is granted because it is imprac¬ 
ticable to examine for these positions. 
EFFECTIVE DATE: July 8. 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT. 

William Bohling, 202-632-4533. 
Accordingly, 5 CFR 213.3ll2ia) (11) is 
added to read as follows: 

§213.3112 Department of the Interior. 

<a> General. • • • 


(11) Temporary staff positions in the 
Youth Conservation Corps Centers op¬ 
erated by the Department of the Interior. 
Employment under this authority shall 
not exceed 11 weeks a year. 

(5 US.C. 3301. 3302, EO 10677, 3 CFR 1054- 
1958 Comp . p. 218.) 

United States Civil Serv¬ 
ice Commission. 
f James C. Spry, 

Executive Assistant 
to the Commissioners. 

IFR Doc.77-10524 Filed 7-7-77,8:45 am) 


PART 213—EXCEPTED SERVICE 

National Aeronautics and Space 
Administration 

AGENCY: ClvU Service Commission. 
ACTION: Final rule. 

SUMARY: This amendment extends the 
exception from the competitive service 
of 25 additional positions In the Secre¬ 
tarial Science program at Langley Re¬ 
search Center alien occupied by students 
at Thomas Nelson Community College 
with the provisions that no one may be 
employed under this authority for more 
than 1,280 hours in a service year and 
no new appointments may be made after 
September 30. 1977. This extension is 
granted because it continues to be im¬ 
practicable to examine for these posi¬ 
tions. 

EFFECTIVE DATE: July 8, 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

William Bohling. 202-632-4533. 
Accordingly, 5 CFR 213.3148(e) is 
amended as set out below: 

§213.3148 National A cron uu lira ami 
Sparc Administration. 

• • • • • 
Forty-flve positions in the Secre¬ 
tarial Science program at Langley Re¬ 
search Center when occupied by students 
at Thomas Nelson Community College. 
No one may be employed under this au¬ 
thority for more than 1,280 hours in a 
service year No new appointments may 
be made under this authority after Sep¬ 
tember 30. 1977. 

(6 U8C. 3301, 3302; EO 10577, 3 CFR 1954- 
1958 Comp., p 218.) 

United States Civil Serv¬ 
ice Commission. 

James C. Spry. 

Executive Assistant 
to the Commissioners. 
(FR Doc 77-10526 Filed 7-7-77; 8: 45 Jim] 
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PART 213—EXCEPTED SERVICE 

National Foundation on the Arts and the 
Humanities 

AGENCY; Civil Service Commission. 
ACTION . Final rule. 

SUMMARY: This addition excepts from 
the competitive service under Schedule 
C one position of Assistant to the Chair¬ 
man. National Endowment for the Arts 
because it is confidential in nature. Tills 
section is also amended to show that one 
position of Assistant to the Chairman, 
National Endowment for the Arts is re¬ 
voked under Schedule A because it is 
confidential in nature and therefore has 
been excepted under Schedule C. 

EFFECTIVE DATE: July 8. 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

William Bohling. 202-632-4533. 

Accordingly. 5 CFR 213.31821 a) U7) is 
revoked and 213.3382 <b> is amended to 
read as follows: 

§213.3182 National Foundation on the 
Art* and the Humanities. 

<a> National Endowment for the Arts. 
• • • 

(17) i Revoked» . 

• • • • • 

§213.3382 "National Foundation on the 
Art* and the llumanitir*. 

• • • • • 

<b> Two Assistants to the Chairman. 
National Endowment for the Arts. 

<6 use. 3301, 3302. EO 10577, 3 CFR 1054- 
1958 Comp . p. 218 ) 

United States Civil Serv¬ 
ice Commission, 

James C, Spry. 

Executive Assistant 
to the Commissioners. 
|FR Doc 77-19525 Filed 7-7-77:8:45 am| 


PART 213—EXCEPTED SERVICE 
Department of Transportation 

AGENCY: Civil Service Commission. 
ACTION; Final rule. 

SUMMARY: This section Is amended to 
show' that one position of Special Assist¬ 
ant U> the Associate Administrator for 
Planning. Federal Highway Administra¬ 
tion. is excepted under Schedule C be¬ 
cause it is confidential in nature. 

EFFECTIVE DATE: July 8, 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

William Bohling. 202-632-4533. 

Accordingly. 5 CFR 213.3394(d)(4) is 
added as set out below: 

L 1977 
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§ 213.3394 Department of Transporta¬ 
tion. 


<d‘ Federal Highway Administration. 

• • • 

<4> One Special Assistant to the Asso¬ 
ciate Administrator for Planning. 

(5 US C 3301. 3302; EO 10677. 3 CFR 1954- 
1053 Comp., p 218.) 

United States Civil Serv¬ 
ice Commission. 

James C. Spry, 

Executive Assistant 
to the Commissioners. 

|FR Doc 77-19522 PUed 7-7-77;8:45 am| 


PART 213—EXCEPTEO SERVICE 
Department of Labor 

AGENCY Civil Service Commission 
ACTION; Final Rule. 

SUMMARY: This amendment excepts 
from the competitive service under 
Schedule C one position of Counselor 
and Executive Assistant to the Secretary. 
Office of the Secretary. Department of 
Labor because the position is confiden¬ 
tial and policy determining In nature. 

EFFECTIVE DATE: July 8. 1977. 

FOR FURTHER INFORMATION ON 
POSITION AUTHORITY CONTACT: 

Dean Bollman. Civil Service Commis¬ 
sion. 202-632-7676 

FOR FURTHER INFORMATION ON 
POSITION CONTENT CONTACT: 

Margaret Giovanni. Assistant Direc¬ 
tor for Executive Staffing. Department 
of Labor. 202-523-6555. 

Accordingly, 5 CFR 213.3315<aH57i is 
added os set out below: 

§213.3315 Department of Labor* 

<a> Office of the Secretary, • • • 

<57> Counselor and Executive Assist- 
tant to the Secretary. 

• • • • • 

(5 U.6.C. 3301, 3302: EO. 10577, 3 CFR 
1954-1958 Comp., p. 218> 

United States Civil Serv¬ 
ice Commission, 

James C. Spry. 

Executive Assistant to 
the Commissioners . 

I PR Doc 77-19581 Plied 7-7-77:8:45 am| 


Title 7—Agriculture 

CHAPTER IX—AGRICULTURAL MARKET 
ING SERVICE (MARKETING AGREE¬ 
MENTS AND ORDERS: FRUITS. VEGE¬ 
TABLES. NUTS), DEPARTMENT OF 
AGRICULTURE 

(Lemon Reg. 1001 

PART 910—LEMONS GROWN IN 
CALIFORNIA AND ARIZONA 

Limitation of Handling 

AGENCY: Agricultural Marketing Serv¬ 
ice. USD A 

ACTION: Final rule. 


SUMMARY: This regulation establishes 
the quantity of California-Arizona lem¬ 
ons that may be shipped to fresh market 
during the weekly regulation period July 
10-16. 1977. This regulation la needed to 
provide for orderly marketing of fresh 
lemons for the regulation period because 
of the production and marketing situa¬ 
tion confronting the lemon industry. 

EFFECTIVE DATE: July 10. 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Charles R Brader. Deputy Director. 

Fruit and Vegetable Division. Agricul¬ 
tural Marketing Service, U.S. Depart¬ 
ment of Agriculture, Washington, D.C. 

20250 1202-447-3545>. 

SUPPLEMENTARY INFORMATION: 
<a> Ftndings (1) Pursuant to the 
amended marketing agreemen t an d Or¬ 
der No. 910. as amended <7, CFR Part 
910». regulating the handling of lemons 
groan in California and Arizona, effec¬ 
tive under the applicable provisions of 
the Agricultural Marketing Agreement 
Act of 1937. as amended (7 UB.C. 601- 
674 l and upon the basis of the recom¬ 
mendations and information submitted 
by the Lemon Administrative Committee 
established under the amended market¬ 
ing agreement and order, and upon 
other available information, it is found 
that the limitation of handling of such 
lemons, as provided in this section 
will tend to effectuate the declared pol¬ 
icy of the act. 

<2> The need for this regulation to 
limit the quantity of lemons that may 
be marketed during the specified week 
stems from the production and market¬ 
ing situation confronting the lemon in¬ 
dustry. 

<D The committee has submitted its 
recommendation for the quantity of lem¬ 
ons It considers advisable to be handled 
during the specified week. The recom¬ 
mendation resulted from consideration 
of the factors covered In the order. The 
committee further reports the demand 
for lemons U similar to last week with 
size 165’s and smaller strong and size 
140*s and larger steady. Average f.o.b. 
price was $6.33 per carton the week ended 
July 2. 1977. compared to $6.51 per car¬ 
ton tlie previous week Track and rolling 
supplies at 240 cars were the same 
amount as last week. 

<li> Having considered the recommen¬ 
dation and information submitted by 
the committee, and other available In¬ 
formation. the Secretary finds that the 
quantity of lemons which may be han¬ 
dled should be established as provided 
in this section. 

(3) It is further found that it is im¬ 
practicable and is contrary to the public 
Interest to give preliminary notice, en¬ 
gage in public rule-making procedure, 
and postpone the effective date until 30 
days after publication in the Federal 
Register <5 UB.C. 553>. because the 
time intervening between the date when 
information upon which this regulation 
is based became available and the time 
when it must become effective to effectu¬ 
ate the declared policy of the act is in¬ 
sufficient A reasonable time Is permitted. 


for preparation for the effective time; 
and good cause exists for making the 
regulation effective as specified The 
committee held an open meeting during 
the current week, after giving due notice, 
to consider supply and market conditions 
for lemons and the need for regulation. 
Interested persons were afforded an op¬ 
portunity to submit information and 
views at this meeting. The recommenda¬ 
tion and supporting information for 
regulation during the period specified 
were promptly submitted to the Secre¬ 
tary after the meeting was held, and 
inform ition concerning the provisions 
and effective time has been provided 
to handlers of lemons. It is necessary, 
to effectuate the declared policy of the 
act, to make this regulation effective as 
specified. The committee meeting was 
held on July 5.1977. 

§ 910.100 Lrmon Regulation 100. 


<b> Order. <1> The quantity of lemons 
grown in California and Arizona which 
may be handled during the period July 
10. 1977. through July 16, 1977. is estab¬ 
lished at 275.000 cartons. 

<2> As used in this section, “handled** 
and ’‘carton (s> M have the same meaning 
as when used in the amended marketing 
agreement and order. 

(Sec*. 1-19. 48 Stat. 31. as amended. 7 U 8.C. 
601-874 ) 

Dated: July 6.1977. 

Charles R. Brader, 
Deputy Director, Fruit and Veg¬ 
etable Division, Agricultural 
Marketing Service. 

I FR Doc.77-19406 Filed 7-7-77:11:4fl am| 


PART 915—-AVOCADOS GROWN IN 
SOUTH FLORIDA 

Expenses for 1977-78 Fiscal Year and 
Carryover of Unexpended Funds 

AGENCY; Agricultural Marketing Serv¬ 
ice. U8DA 

ACTION: Final rule 

SUMMARY: This document authorizes 
expenses of $58,760 and the carryover 
as a reserve of unexpended funds for the 
functioning of the Avocado Administra¬ 
tive Committee for the 1977-78 fiscal 
year. The committee administers locally 
a Federal marketing order program reg¬ 
ulating the honding of avocados grown 
in South Florida. The regulation enables 
the committee to use available reserve 
funds for its operational expenses to sup¬ 
port Its activities under the program. 

DATES: Effective for fiscal year April I. 
1977. through March 31. 1978. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Charles R Brader. Deputy Director. 
Fruit and Vegetable Division. Agricul¬ 
tural Marketing 8ervice. U S. Depart¬ 
ment of Agriculture. Washington, D.C. 
20250 (202-447-3545). 

SUPPLEMENTARY INFORMATION 
On June 15. 1977. notice of rulemaking 
was published in the Federal Register 
<42 FR 30513) inviting written comments 
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not later than June 29. 1977. regarding 
proposed expenses for the period begin¬ 
ning April 1. 1977, through March 31. 
1978, and carryover of unexpended funds, 
under the marketing agreement and Or- 
der No. 915. both as amended <7 CFR 
Part 915 ), regulating the handling of 
avocados grown in South Florida. None 
were received. This regulatory program 
is effective under the Agricultural Mar¬ 
keting Agreement Act of 1937. as 
amended (7 U.S.C. 601-674) 

After consideration of all relevant 
matters presented. Including the pro¬ 
posals set forth in such notice which were 
submitted by the Avocado Administra¬ 
tive Committee (established pursuant to 
said marketing agreement and order), it 
is hereby found and determined that: 

§ 915.216 KxprtiM** nml carryover of 
unexpended fund*. 

(a > Expenses. Expenses which are rea¬ 
sonable and likely to be incurred by the 
Avocado Administrative Committee dur¬ 
ing the period April 1. 1977. through 
March 31. 1978. will amount to $58,760. 

<b> Reserve . Unexpended assessment 
funds in the amount of approximately 
$63,910. which are in excess of expenses 
incurred during the fiscal year ended 
March 31. 1977. shall be carried over 
as a reserve in accordance with if 915.42 
and 915.205 of the amended marketing 
agreement and order. 

It is hereby further found that good 
cause exists for not postponing the effec¬ 
tive date hereof until 30 days after pub¬ 
lication in the Federal Register (5 U.S.C. 
553) in that (1) shipments of avocados 
began on or about May 30. 1977, <2) the 
recommendations upon which this regu¬ 
lation is based were developed by the 
committee at open meetings on April 
13 and May 11. 1977, after due notice 
thereof, and all interested persons 
present were given an opportunity to ex¬ 
press their views; (3) a notice of pro¬ 
posed expenses and carryover of unex¬ 
pended funds for the functioning of the 
Avocado Administrative Committee for 
the 1977-78 fiscal year was published 
in the Federal Register <42 FR 30513): 
and (4) the expeases and carryover of 
funds herein authorized are the same as 
those in the proposal. 

«S*c* 1-19, 48 But 31. ft* amended <7 U S C 
601-874).) 

Dated: July l, 1977. 

Charles R. Brader. 

Deputy Director. Fruit and Veg¬ 
etable Division. Agricultural 
Marketing Service. 

|FR Doc. 77-19417 Filed 7-7-77:8:45 ami 
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PART 916—NECTARINES GROWN IN 
CALIFORNIA 

Minimum Grade and Size Requirements 

AGENCY: Agricultural Marketing Serv¬ 
ice, USDA 

ACTION: Final rule. 

SUMMARY: This amended regulation 
continues through May 31. 1978. cur¬ 


RU16S AND REGULATIONS 

rent minimum grade and size require¬ 
ments for fresh shipments of California 
nectarines. The amended regulation 
recognizes the marketing situation fac¬ 
ing the industry and is necessary to 
assure that the nectarines shipped will 
be of suitable quality and size in the 
interest of consumers and producers. 

EFFECTIVE DATE: July 16, 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Charles R Brader. Deputy Director. 

Fruit and Vegetable Division. Agricul¬ 
tural Marketing Service. U.8. Depart¬ 
ment of Agriculture, Washington. 

D C. 20250, 202-447-3545. 

SUPPLEMENTARY INFORMATION: 

Notice was published in the Federal 
Register on June 1, 1977. <42 FR 27911), 
that consideration was being given to a 
proposal to amend Nectarine Regula¬ 
tion 9 (% 916 351; 42 FR 24229 *, effective 
pursuant to the applicable provisions of 
the marketing agreement, as amended, 
and Order No. 916, as amended <7 CFR 
Part 916>, regulating the handling of 
nectarines grown in California This 
regulatory program is effective under the 
Agricultural Marketing Agreement Act 
of 1937. as amended <7 U.S.C 601-674). 
The proposed amendment was recom¬ 
mended by the Nectarine Administra¬ 
tive Committee, established under the 
amended marketing agreement and or¬ 
der as the agency to administer the 
terms and provisions. The notice pro¬ 
vided that all written data, views, or 
arguments in connection with Nectarine 
Regulation 9 or the proposed amendment 
be submitted by June 27.1977. None were 
received. 

The amendment reflects the Depart¬ 
ment's appraisal of the need for regula¬ 
tion of shipments of California nectar¬ 
ines during the aforesaid period based 
on the available supply and current and 
prospective market conditions Fresh 
shipments of California nectarines from 
the 1977 crop are estimated at 10.977.000 
packages compared to the record large 
11,218.000 packages last season. The 
minimum grade and size requirement* 
specified for California nectarines are 
consistent with the quality and size com¬ 
position of the estimated crop of nectar¬ 
ines. The amendment is necessary to 
ensure the continued shipment of nec¬ 
tarines w'hich satisfy the demands of the 
fresh fruit market. The amendment is 
consistent with the objective of the act 
of promoting orderly marketing and pro¬ 
tecting the interest of consumers. 

After consideration of all relevant 
matter presented. Including the proposal 
set forth In the notice and other avail¬ 
able Information, it is found that the 
regulation of shipments of California 
nectarines, as set forth, is in accordance 
with the amended marketing agreement 
and order and will tend to effectuate the 
declared policy of the act. 

It is further found that good cause 
exists for making this amendment effec¬ 
tive at the time set forth and for not 
postponing the effective date until 30 
days after publication in the Federal 
Register <5 U.8.C. 553* in that <1> ship- 
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menus of nectarines are currently in 
progress and this amendment should be 
applicable to all nectarine shipments oc¬ 
curring during the effective period speci¬ 
fied in order to effectuate the declared 
policy of the act: <2» the amendment is 
the same as that specified in the notice, 
and <3> compliance with this amended 
regulation will not require any special 
preparation on the part of the persons 
subject thereto which cannot be com¬ 
pleted by the effective time. 

Order . Section 916.351 < Nectarine 

Regulation 9 *42 FR 24229* > is amended 
to read as follows: 

§ 916.351 Npfiarinr Regulation 9. 

Order . <a) During the period July 16. 
1977. through May 31. 1978. no handler 
shall handle: 

<1> Any package or container of any 
variety of nectarines unless such nec¬ 
tarines grade at least U S. No. 1 Pro¬ 
vided. That nectarines 2 Inches in diam¬ 
eter or smaller, shall not have fairly 
light colored, fairly smooth scars which 
exceed the agregate area of a circle ** 
inch in diameter, and nectarines larger 
than 2 Inches In diameter shall not have 
fairly light colored, fairly smooth scarr 
which exceed an aggregate area of a 
circle V 2 inches in diameter: Provided 
further. That an additional tolerance of 
25 percent shall be permitted for fruit 
that is not well formed but not badly 
misshapen. 

<2> Any package or container of May- 
red variety nectarines unless: 

(I) Such nectarines, when packed In 
molded forms <tray pack) in a No. 22D 
standard lug box, are of a size that will 
pack, in accordance with the require¬ 
ments of a standard pack, not more than 
118 nectarines in the lug box : 

<li) Such nectarines in any container 
when packed other than as spectfled in 
subdivision <i) of this subparagraph <2> 
are of a size that a 16 pound sample, 
representative of the nectarines in the 
package or container, contains not more 
than 112 nectarines. 

(3) Any package or container of May- 
fair variety nectarines unless: 

<i> Such nectarines, when packed in 
molded forms (tray pack) in a No. 22D 
standard lug box. ore of a size that will 
pack, in accordance with the require¬ 
ments of a standard pack, not more than 
112 nectarines In the lug box; 

<U> Such nectarines in any container 
when packed other than as specified in 
subdivision <i> of this subparagraph <3* 
are of a size that a 16 pound sample, 
representative of the nectarines in the 
package or container, contains not more 
than 105 nectarines. 

(4) Anv package or container of Crim¬ 
son Gold. June Belle, June Grand. May 
Grand. Red June, Spring Grand, Arm- 
king. or Zee Gold variety nectarines un¬ 
less: 

<D Such nectarines, when packed In 
molded forms itray pack) in a No 22D 
standard lug box. are of a size that will 
pack, in accordance with the require¬ 
ments of a standard pack, not more than 
108 nectarines in the lug box : 
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<il» Such nectarines In any container 
when packed other than as specified in 
subdivision <i) of this subparagraph (4) 
arc of a size that a 16 pound sample, 
representative of the nectarines In the 
package or container, contains not more 
than 102 nectarines. 

<5> Anv package or container of Early 
Sungrand, lndei>endence. Moon Grand. 
Star Grand I. Star Grand n. 8un Flame. 
Summer Grand. 8un Grand. Kent 
Orand. Early Star. Firebrlght. or Red 
Diamond variety nectarines unless: 

(D Such nectarines, when packed in 
molded forms 'tray pack) in a No. 22D 
standard lug box, are of a size that will 
pack, in accordance with the require¬ 
ments of a standard pack, not more than 
96 nectarines in the lug box; or 

<U> 8uch nectarines In any container 
when packed other than as specified in 
subdivision *1) of this subparagraph *5) 
are of a size that a 16 pound sample, 
representative of the nectarines in the 
package or container, contains not more 
than 90 nectarines 

Any package or container of Au¬ 
tumn Grand. Clinton-Strawberry. Fan¬ 
tasia. Flamekist. Flavortop. Gold King. 
Granderll. Grand Prize. Harry Orand. 
Hi-Red. Late Le Grand, Lc Grand. Ni¬ 
agara Orand. Red Grand. Regal Grand. 
Richards Grand. Royal Grand. Septem¬ 
ber Grand. Fairlane. Red Free, Bob 
Grand, or Tom Grand variety nectarines 
unless: 

<i> Such nectarines, when packed in 
molded forms <trav pack) in a No. 22D 
standard lug box. are of a size that will 
pack, in accordance with the require¬ 
ments of a standard pack, not more 
than 66 nectarines In the lug box: or 

<ilt Such nectarines in any container 
when packed other than as specified in 
subdivision <i) of this subparagraph (6) 
are of a size that a 16 pound sample, 
representative of the nectarines in the 
package or container, contains not more 
than 78 nectarines. 

<7) When used herein. M U JS No. 1** 
and "standard pock*’ shall have the same 
meaning as set forth in the United States 
Standards for Grades of Nectarines <7 
CFR 51.3145-51.3160); the term "No. 
22D standard lug box" shall have the 
same meaning as set forth in 8ection 
1387 11 of the "Regulations of the Cali¬ 
fornia Department of Food and Agricul¬ 
ture". and all other terms shall have the 
same meaning as when used in the mar¬ 
keting agreement and order. 

(Bees. 1-19. 48 8tat. 31. as amended (7 U.S.C 
601-6741.) 

Dated: July 1, 1911. to become effective 
July 16. 1977. 

Charles R Bra of. r. 
Deputy Director , Fruit and Veg¬ 
etable Dilution, Agricultural 
Marketing Service . 

|FR Doc 77-19416 Filed 7-7-77.8:45 am| 
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PART 922—APRICOTS GROWN IN 
WASHINGTON 

Expenses and Rate of Assessment for 
1977-78 Frscal Period and Carryover of 
Unexpended Funds 

AGENCY: Agricultural Marketing Serv¬ 
ice. USDA. 

ACTION: Final rule. 

SUMMARY: This document authorizes 
expenses of $2,692 and a rate of assess¬ 
ment of $0.70 per ton of apricots for the 
functioning of the Washington Apricot 
Marketing Committee for the 1977-78 
fiscal period. The committee administers 
locally a Federal marketing order pro¬ 
gram regulating the handling of apri¬ 
cots grown In Washington. The regula¬ 
tion will enable the committee to collect 
assessments from first handlers on all 
assessable apricots handled and to use 
the resulting funds for its expenses. 

DATES: Effective for fiscal year April 1. 
1977. through March 31.1978. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Charles R Brader. Deputy Director, 
Fruit and Vegetable Division. Agricul¬ 
tural Marketing Service. U.S. Depart¬ 
ment of Agriculture. Washington. D.C. 
20250. 202-447-3545. 

SUPPLEMENTARY INFORMATION 
On June 15, 1977, notice of proposed 
rule making was published in the Fed¬ 
eral Register <42 FR 30514', regarding 
proposed expenses and the proposed 
rate of assessment, under the amended 
marketing agreement and Order No 922. 
as amended <7 CFR Part 922) regulating 
the handling of apricots grown in the 
State of Washington. This notice allow¬ 
ed Interested persons until June 30, 1977. 
during which they could submit written 
comments pertaining to these proposals. 
None were submitted. This regulatory 
program is effective under the Agricul¬ 
tural Marketing Agreement Act of 1937. 
as amended <7 U.S.C. 601-674). 

After consideration of air relevant 
matters presented, including the pro¬ 
posals which were set forth in the notice, 
which were submitted by the Washing¬ 
ton Apricot Marketing Committee r es- 
tablished pursuant to the amended mar¬ 
keting agreement and order). it is hereby 
found and determined that: 

§ ‘*22.217 ExpntM*, mlr of a men l. 
mul c«T>o\cr of unrvprndrd 
nieiit fund*. 

<a) Expenses Expenses that are rea¬ 
sonable and likely to be Incurred by the 
Washington Apricot Marketing Commit¬ 
tee during the fiscal year April 1. 1977. 
through March 31. 1978 will amount to 
$2,692. 

<b> Rate of assessment . The rate of as¬ 
sessment for the fiscal year payable by 
each handler in accordance with I 922.41. 


is established at $0 70 per assessable ton 
of apricots. 

fc) Carryover of unexpended funds. 
Unexpended funds in excess of expenses 
incurred during the fiscal year ended 
March 31. 1977. will be carried over as a 
reserve in accordance with i 922.42 of 
said amended marketing agreement and 
order. 

It is hereby further found that good 
cause exists for not postponing the effec¬ 
tive date until 30 days after publication 
in the Federal Register < 5 UJ3.C. 553) 
in that (1) shipments of the current 
crop of apricots grown in the designated 
production area are now being made; (2) 
provisions of the marketing agreement 
and this part require that the rate of as¬ 
sessment shall apply to all assessable 
apricots handled during the fiscal year, 
and (3) the year began on April 1. 1977. 
and the rate of assessment will auto¬ 
matically apply to all apricots handled 
during the year. 

<8ecs 1-19, 48 Stat. 31. as amended <7 U8 C 
601-674).) 

Dated: July 1, 1977. 

Charles R. Brader, 
Deputy Director . Fruit and 
Vegetable Division. Agricul¬ 
tural Marketing Service 

irR Doc.77-19419 Filed 7-7-77:8:45 am| 


PART 945—IRISH POTATOES GROWN IN 
CERTAIN DESIGNATED COUNTIES IN 
IDAHO AND MALHEUR COUNTY, 
OREGON 

Handling Regulation 

AGENCY: Agricultural Marketing Serv¬ 
ice. USDA. 

ACTION; Final rule. 

SUMMARY; During the period July 15 
through August 15. 1977, thus regulation 
will require fresh market shipments of 
potatoes grown in certain counties in 
Idaho and Malheur County. Oregon, to 
be inspected and meet minimum grade, 
size, maturity and pack requirements. 
The regulation should promote orderly 
marketing of such potatoes by keeping 
less desirable quality and sizes from be¬ 
ing shipped to consumers. 

DATE: Effective date July 15. 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Charles R Brader, Deputy Director.* 
Fruit and Vegetable Division. AMS. 
US. Department of Agriculture, 
Washington. D.C. 20250. Telephone: 
202-447-3545. 

SUPPLEMENTARY INFORMATION 
Findings. <1> Pursuant to Order No 
945, as amended il CFR Part 945). reg¬ 
ulating the handling of potatoes grown 
in designated counties of Idaho and Mal¬ 
heur County. Oregon, effective under 
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the applicable provisions of the Agri¬ 
cultural Marketing Agreement Act of 
1937, as amended (7 U.8.C. 601-674). and 
upon the basis of the recommendations 
of the Idaho-Eastern Oregon Potato 
Committee established pursuant to the 
order, and upon other available infor¬ 
mation, it is hereby found that the han¬ 
dling regulation, hereinafter set forth, 
will tend to effectuate the declared pol¬ 
icy of the act 

(2) The regulation imposes minimum 
grade, size, maturity and pack require¬ 
ments on the handling of potatoes. The 
regulation is based upon an appraisal of 
the crop and prospective market condi¬ 
tions as required in 5 945.50 of the order. 
This regulation is necessary to prevent 
the handling of any potatoes of lower 
grades or smaller sizes than those spec¬ 
ified in the regulation, and to provide 
the trade and consumers with potatoes 
of acceptable quality pursuant to the de¬ 
clared policy of the act. 

(3) It is hereby further found that 
it is impracticable and contrary to the 
public interest to give preliminary no¬ 
tice. engage in public rulemaking pro¬ 
cedure, and postpone the effective date 
of this regulation until 30 days after 
publication thereof in the Federal Reg¬ 
ister (5 U-S.C. 553) because shipments 
of potatoes from the production area are 
expected to begin on or about the effec¬ 
tive date hereof. The recommendation 
and supporting information for regula¬ 
tion were submitted to the Department 
after a public meeting of the Idaho- 
Eastern Oregon Potato Committee: said 
meeting was held to consider recom¬ 
mendations for regulation, after giving 
due notice of the meeting, and interested 
persons were afforded an opportunity 
to submit their views at this meeting; 
and handlers have been informed of the 
proposal. It is necessary, in order to ef¬ 
fectuate the declared policy of the act. 
to make this regulation effective during 
the period hereinafter set forth so as 
to provide for the regulation of the han¬ 
dling of such potatoes, and compliance 
with this regulation will not require any 
special preparation on the part of the 
persons subject thereto which cannot be 
completed by the effective date of the 
regulation. 

§ 9-15.336 Handling regulation. 

During the period July 15, 1977, 
through August 15, 1977, no person shall 
handle any lot of potatoes unless such 
potatoes meet the requirements of para¬ 
graphs (a). <b), (c) and <d> of this sec¬ 
tion. or unless such potatoes are handled 
in accordance with paragraphs (e>, <f>, 
or <g) of this section. 

(a) Minimum quality requirements 
<1> Grade . All varieties —U.8. No. 2 or 
better grade. 

<2> Size. —ti) Round red varieties — 
1% inches minimum diameter. 

<ii) All other varieties. 2 inches mini¬ 
mum diameter, or 4 ounces minimum 
weight. 

(ill) All varieties . Size B if UB No. 1 
or better grade. 
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(3) Cleanliness. Ail varieties—"Fairly 
clean." 

(b) Minimum maturity require¬ 
ments. —(I) White Rose and red skin 
varieties: "moderately skinned." 

(2) Noraold variety . "Moderately 

skinned." 

(3) All other varieties. "Slightly 
skinned." 

(4) Exceptions, (i) Subject to compli¬ 
ance with subdivision (iii) of this sub- 
paragraph. any lot of potatoes not ex¬ 
ceeding a total of 50 hundredweight of 
each variety may be handled for any 
producer without regard to the foregoing 
maturity requirements. 

(ii) If an officially Inspected lot of 
potatoes meets the foregoing maturity 
requirements, but fails to meet the grade 
and size requirements, the lot may be 
regraded. If, after regrading, such lot 
then meets the grade and size require - 
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ments but fails to meet the maturity 
requirements, as indicated by the appli¬ 
cable Federal-State inspection certifi¬ 
cate. such lot if not exceeding 100 hun¬ 
dredweight shall be exempt from the 
foregoing maturity requirements: Pro¬ 
vided. That the handler complies with 
subdivision (iii) of this subparagraph. 

<iii) Prior to each shipment of pota¬ 
toes exempt from the foregoing maturity 
requirements, the handler thereof shall 
report to the committee the name and 
address of the producer of such potatoes, 
and each such shipment shall be handled 
as an identifiable entity. 

(c> Pack. (1) When 50-pound con¬ 
tainers (except master containers) of 
long varieties of potatoes are marked 
with a count, size or similar designation 
they must meet the count, average count 
and weight ranges for the count designa¬ 
tion listed below\ 


Kang* 

Count Awrote count < Wright 


Lnrrrr than 50 count... 

AO count.... 

SO count..—. 

70count............. 

ho count....... 

90 count_______ 

IDO count..... 

110 count. 

1») count.....__........ 

140 count___ 

Smaller than 140 count.. 


10 net over or under _...... 

45 to 55 ... 

54 toSS. ..................• . 

S3 to 77 .. 

72 to*» .. 

HI to 99 .. 

90io no .. 

9ft to 121 . 

m tom ... 

117 to 1451 _ 

120 to 154.. . 

10 prl ov«r or under .. 


5 pet over or under _...... 15 ax or larger 

4K to 53 . 12 to 19. 

57 to At ... 10 to 10. 

47 to 74 . 9 to 13. 

70 to M.. . 8 to IX 

Mia 95 . 7 to 12. 

95 to 105 . II to IQ. 

105 to 110 . 3 to 9. 

lit to 120 . 4 to A 

124 to 137 . 4 to ft. 

133 to 147 .... 4 toll 

5 pet over or under _...... 4 to A 


* Applicable to lota. 

The following tolerances by weight, are 
provided for potatoes in any lot which 
fall to meet the weight range for the 
designated count: 

(1) Not to exceed 5 percent for under¬ 
size: and 

(ii) Not to exceed 10 percent for over¬ 
size. 

(2) Potatoes packed in 50-pound car¬ 
tons shall be U.8. No. 1 or better grade. 

(d> Inspection. (1) No handler shall 
handle potatoes unles such potatoes are 
Inspected by either the Idaho Federal- 
State Inspection Service or Oregon Fed¬ 
eral-State Inspection Service and are 
covered by a valid Inspection certificate 
except when relieved of such require¬ 
ment pursuant to paragraphs <e). (f), 
or (g) of this section. 

(2) Each lot moving by truck shall be 
accompanied by a copy of a valid Inspec¬ 
tion certificate. 

(e) Special purpose shipments . (1) 
The minimum grade, size, cleanliness, 
maturity and pack requirements set 
forth hi paragraphs (a) t (b> and (c) of 
this section shall not be applicable to 
shipments of potatoes for any of the fol¬ 
lowing purposes: 

(i) Charity; 

(ii) Certified seed; 

(iii) Seed pieces cut from stock eligi¬ 
ble for certification as certified seed: 

(iv) Experimentation; and 

(v) Canning, freezing and "other 
processing" as hereinafter defined: Ex¬ 
cept shipments of potatoes for the pur¬ 
pose specified in this subdivision (v) 
shall be exempt from inspection require¬ 


ments specified in 4 945.65 and para¬ 
graph (d) of this section and from 
assessment requirements specified in 
f 945 42. 

(2) The minimum grade, size, cleanli¬ 
ness, maturity and pack requirements 
set forth in paragraphs (a>. (b> and (c) 
of this section shall be applicable to ship¬ 
ments of potatoes for each of the follow¬ 
ing purposes: 

(i> Export. Except potatoes of a size 
not smaller than 1 Vi inches in diameter 
may be shipped if the potatoes grade 
not less than U.S. No. 2; and 

(ii) Prepeelinq. Except potatoes of a 
size not smaller than lfc inches in di¬ 
ameter may be shipped if the potatoes 
grade not less than Idaho Utility or Ore¬ 
gon Utility grade. 

(f) Safeguards. (1) Each handler 
making shipments of potatoes for char¬ 
ity. seed pieces cut from stock eligible 
for certification, experimentation, ex¬ 
port, or for prepeeling pursuant to para¬ 
graph <e> of this section shall: 

(i) First, apply to the committee for 
and obtain a Certificate of Privilege to 
make shipments for each purpose; 

(11) Upon request by the committee, 
furnish reports of each shipment pur¬ 
suant to the applicable Certificate of 
Privilege; 

Oil) At the time of applying to the 
committee for a Certificate of Privilege, 
or promptly thereafter furnish the com¬ 
mittee with a receiver's or buyer's cer¬ 
tification that the potatoes so handled 
are to be used only for the purpose stated 
in the application and that such receiver 
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will complete and return to the commit¬ 
tee such periodic receiver's reports that 
the committee may require: 

<lv> Mail to the office of the commit¬ 
tee a copy of the bill of lading for each 
Certificate of Privilege shipment 
promptly after the date of shipment: 

<v> Bill each shipment directly to the 
applicable receiver. 

<2» Each handler making shipments 
of potatoes for canning, freezing, or 
•‘other processing'* pursuant to para¬ 
graph <e> of this section shall: 

<l> First apply to the committee for 
and obtain a Certificate of Privilege to 
make shipments for processing: 

ill) Make shipments only to those 
firms whose names appear on the com¬ 
mittee's current list of manufacturers of 
potato products; 

<111 > Upon requcit by the committee, 
furnish reports of each shipment pursu¬ 
ant to the applicable Certificate of 
Privilege; 

<iv) Mail to the committee's office a 
copy of the bill of lading for each Cer¬ 
tificate of Privilege shipment promptly 
after the date of shipment: 

iv) Bill each shipment directly to the 
applicable processor. 

13 » Each receiver of potatoes for 
processing pursuant to paragraph <e> 
of this section shall: 

<i< Complete and return an applica¬ 
tion form for listing as a manufacturer 
of potato products: 

Hi) Certify to the committee and to 
the Secretary that potatoes received 
from the production area for processing 
will be used for such purpose and will 
not be placed in fresh market channels: 

till) Report on shipments received as 
the committee may require and the Sec¬ 
retary approve. 

ig> Minimum quantity exception 
Each handler may ship up to. but not 
to exceed, five hundredweight of pota¬ 
toes any day without regard to the In¬ 
spection and assessment requirements 
of this part, but this exception shall not 
apply to any shipment that exceeds five 
hundredweight of potatoes. 

‘h> Definitions. The terms h UA No. 
\r "U.S. No. 2 "Size B." "fairly clean." 
"moderately skinned." and ‘'slightly 
skinned," shall have the same meaning 
as when used in the United States 
Standards for Potatoes lift 51.1540-51.- 
1566 of this title), including the toler¬ 
ances set forth therein. The term "pre- 
peeling" means the commercial prepara¬ 
tion in a prepeeling plant of clean, 
sound, fresh potatoes by washing, peel¬ 
ing or otherwise removing the outer 
skin, trimming, sorting, and properly 
treating to prevent discoloration prepar¬ 
atory to sale in one or more of the styles 
of peeled potatoes described in I 52.2422 
of the United States Standards for 
Peeled Potatoes <5* 52.2421-52.2433 of 
this tlt-e>. The term "other processing" 
has the same meaning as the term ap¬ 
pearing In the act and includes, but is 
not restricted to, potatoes for dehydra¬ 
tion. chips, shoestrings, starch, and flour. 
It induces only that preparation of po¬ 
tatoes for market which involves the ap¬ 
plication of heat or cold to such an 
extent that the natural form or stability 


of the commodity undergoes a substan¬ 
tial change. The act of peeling, cooling, 
slicing, dicing, or applying material to 
prevent oxidation does not constitute 
"other processing,” The terms "Idaho 
Utility" grade and “Oregon Utility" 
grade shall have the same meaning as 
when used in the respective standards 
for potatoes for the respective States. 
Other terms used in this section shall 
have the same meaning as when used 
in Marketing Agreement No. 93 and Or¬ 
der No. 945, both as amended. 

f|) Applicability to imports . Pursuant 
to section Be of the ac t and * 980 1 "Im¬ 
port regulations" <7 CFR 960.1). Irish 
potatoes of the long varieties Imported 
during the effective period of this sec¬ 
tion shall meet the grade, size, clean¬ 
liness and maturity requirements speci¬ 
fied in paragraphs (a) and <b> of this 
section. 

Effective date and termination of pre¬ 
vious regulation. This regulation will be¬ 
come effective July 15. 1977. and will 
supersede 1945.335 which is hereby 
terminated upon such effective date. 

fSecm. 1-19. 48 Slot. 31. m amended; (7 UJ8.C, 
601-674). \ 

Dated: July 5.1977. 

Charles R. Brader. 

Deputy Director , Fruit and Veg¬ 
etable Division . Agricultural 
Marketing Service . 

|PR Doc 77- 19520 Filed 7-7-77,8 43 am| 


PART 999—SPECIALTY CROPS—IMPORT 
REGULATIONS 

Amendment of Regulation Governing 
Imports of Walnuts 

AGENCY: Agricultural Marketing Serv¬ 
ice. USD A. 

ACTION: Final rule. 

SUMMARY: This rule amends the wal¬ 
nut import regulation. The amendment 
deletes provisions on in&hcll walnut qual¬ 
ity requirements, which are obsolete. 

EFFECTIVE DATE: July 18. 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Charles R. Brader. Deputy Director. 
Fruit and Vegetable Division. Agricul¬ 
tural Marketing Service, U.S. Depart¬ 
ment of Agriculture. Washington. D.C. 
20250. 202-447-3545. 

SUPPLEMENTARY INFORMATION: 
The regulation governing imports of 
walnuts CFR Part 999.100) Is effective 
pursuant^) Section 8e <7 U.S.C 608e-l> 
of the Agricultural Marketing Agree¬ 
ment Act of 1937. as amended 17 U.S.C. 
601-674). Section 8e requires the Secre¬ 
tary of Agriculture to issue, after rea¬ 
sonable notice, quality restrictions on 
imported walnut*, which are the same as. 
or comparable to, those imposed upon 
domestic wslnuts under a Federal mar¬ 
keting order <7 CFR Part 984). Section 
999.100ib) ID of the walnut import reg¬ 
ulation currently states that Imported 
insheU walnuts shall meet U.S. No. 2 
grade as prescribed in the U.8. Standards 
for Walnuts i Jug Ians Regiu) in the Shell 
<15 51.2945-51.2968 of this title), except 


that the total kernel defect tolerance 
shall be 15 percent and the tolerance for 
serious kernel defects shall be 8 percent 
This exception is now obsolete and 
should be deleted. 

These same requirements, including 
the tolerances prescribed in the excep¬ 
tion. were imposed on domestic walnuts 
until December 1976. when the excep¬ 
tion was deleted following a revision of 
the U S. Grade Standards November 15. 

1976. That revision lowered the total 
tolerance for kernel defects in the U-S. 
No. 2 grade from 20 to 15 percent and 
the serious damage tolerance from 10 to 
8 percent—the same as those then pre¬ 
scribed under the marketing order. 

Based on the foregoing, and all other 
relevant information, it Is hereby found 
that the amendment of the inshell wal¬ 
nut iranort grade requirements, as 
hereinafter set forth, will tend to ef¬ 
fectuate the declared noltcy of the act. 

It is hereby further found that it Is 
impracticable, unnecessary, and contrary 
to the public interest to give preliminary 
notice and engage in public rulemaking 
procedure, and that good cause exists 
for making this action effective Julv 18. 

1977, and for not postponing the effec¬ 
tive time until 30 days after publication 
in the Federal Register <5 U.S.C 553> 
in that: <1> The requirements of sec¬ 
tion 8e of the act make this action man¬ 
datory; (2) this amendment merely 
deletes an obsolete provision and thus 
imposes no additional restrictions on 
Importers: (3) importers of walnuts 
need no time for advance preparation to 
comply with this action: and <4* no use¬ 
ful purpose would be served by delaying 
the effective date of this action. 

Therefore. 5 999.190 is amended bv re¬ 
vising subparagraph <b»<i> to read as 
follows: 

§ 999.100 Krcul.itton governing import* 
of Hulnut*. 


tb> • • • 

(l) Inthell walnuts. All tiWiell wal¬ 
nuts shall be of a quality equal to or 
better than the requirements of U8. No 
2 and "baby" size as prescribed in the 
United States Standards for Walnut* 
< Juglons Regia) in the Shell <5$ 51 2945- 
51.2956 of this title): or 


iSeo* 1-19. 48 8t*t. 31. as amended <7 U8C 
601-674}.) 

Dated: July l. 1977. to become effec¬ 
tive July 18. 1977. 

Charles R. Brader, 
Deputy Director, 
Fruit and Vegetable Division 
|Fit Doc.77-19418 Filed 7-7-77,8:45 Mill 


Title 12—Banks and Banking 
CHAPTER II—FEDERAL RESERVE SYSTEM 

SUBCHAFTIR A —HOARD OF GOVERNORS OF 
THE fEOCRAL RESERVE SYSTEM 

(Reg. Z; FC-0083 through PC-0093| 

PART 226—TRUTH IN LENDING 
Official Staff Interpretations 

AGENCY: Board of Governors of the 
Federal Reserve System 
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ACTION; Official staff interpretation is> 

SUMMARY: The Board U publishing 
the following official staff interpretations 
of Regulation Z. issued by a duly author¬ 
ized official of the Division of Consumer 
Affairs. 

EFFECTIVE DATE: July 8. 1977 

FOR FURTHER INFORMATION CON¬ 
TACT: 

D. Edwin Schroelzcr, Chief, Fair 
Credit Practices Section, Division of 
Consumer Affairs. Board of Governors 
of the Federal Reserve System, Wash¬ 
ington. D C. 20551 <202-452-24121. 

SUPPLEMENTARY INFORMATION 
<1> Identifying details have been deleted 
to the extent required to prevent a 
clearly unwarranted invasion of per¬ 
sonal privacy. The Board maintains and 
makes available for public inspection 
and copying a current index providing 
identifying, information for the public 
subject to certain limitations stated in 
12CFR 261 6 

<2> Official staff interpretations may 
be reconsidered upon request of inter¬ 
ested parties and in accordance with 12 
CFR 226.1 «dX2>. Every request for re¬ 
consideration should clearly identify the 
number of the official staff interpreta¬ 
tion in question, and should be ad¬ 
dressed to the Secretary. Board of Gov¬ 
ernors of the Federal Reserve System 
Washington, D C. 20551. 

<3> 15 U.S.C. 1640(f). 

1 12 CFB Part 226. PC-0083 1 

I 220St b) In simple interest loons, the 
continued accrual of Interest on the unpaid 
balance alter the dale when an Instalment 
payment la due need not be dtscloeed as a 
'default, delinquency, or similar charge pay¬ 
able In the event of late payment* ." Simi¬ 
larly. interest accrual after the maturity date 
of the loan contract need not be disclosed If 
the interest rate after maturity is the same 
a* the rate stated in the loan contract or If 
the rate permuted by statue U lower than 
the stated rate. 

, Jvttz 20. 1977. 

This wUl respond to your letter of • • • 
You request an official staff Interpretation of 
Regulation Z as to whether or not the ac¬ 
crual of simple interest on the unpaid prin¬ 
cipal balance of a closed end credit transac¬ 
tion beyond the date on which an Instalment 
Is due is a "default, delinquency, or similar 
charge payable In the event of late pay¬ 
ment" for purposes of | 226.8(b) <4). 

In such transactions, the finance charge 
tor the Interest component of the finance 
charge) la determined by application of a pe¬ 
riodic rate (dully, monthly, or annua!) to the 
unpaid principal balance for the actual pe¬ 
riod that the balance has been outstanding 
As you note, the finance charge and annual 
percentage rate that are Initially disclosed 
are computed on the basis of periodic in¬ 
stalment payments that will be payable by 
the borrower on certain dates or at fixed in¬ 
tervals. If these periodic instalments are 
made as scheduled, the Interest that ac¬ 
crues on the decreasing principal balance will 
correspond to the finance charge (or the In¬ 
terest component of the financ* charge) Ini¬ 
tially disclosed to the borrower However, the 
finance charge (or the Interest component 
of the finance charge) will vary from that 
initially disclosed If payments are received 
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on other than the scheduled dates A pay¬ 
ment that Is made by the borrower after Us 
due date will result in the accrual of more 
Interest, just as an instalment made in ad¬ 
vance or its due date will result in the ac¬ 
crual of less interest. As to successive pay¬ 
ment cycles, interest accrues from the date 
of the immediately preceding payment. 

It is stall'* opinion that, in the situation 
you describe, the continued accrual of Inter¬ 
est beyond the date on which an installment 
is due does not constitute s “default, delin¬ 
quency, or similar charge payable In the 
event of late payment" for purposes of t 226.- 
8(b)(4). If a creditor imposes a late pay¬ 
ment charge in addition to the accrual of 
simple interest, such charges ere. of course, 
subject to disclosure under I 236 8(b) <4 1 

You also ask whether a creditor must dis¬ 
close that, after the maturity date of a sim¬ 
ple Interest loan contract, interest may or 
will accrue on any principal balance that re¬ 
mains unpaid. 

It is staff** opinion that ss to simple inter¬ 
est loans, such continued accrual of Interest 
need not be disclosed If the periodic rate ap¬ 
plicable after maturity Is the same ss the 
stated periodic rate under the loan contract, 
or if the rale permitted by statute after the 
loan maturity date ts lower than the stated 
rate. Where the Interest on the unpaid bal¬ 
ance accrues at a higher rate after the ma¬ 
turity date, however, staff believes disclosure 
1c required by f 226.8(b) (4). 

This Is an official staff interpretation of 
Regulation Z. Issued In accordance with 
t 226.1(d)(3) of the regulation and limited 
In 1U application to the facts outlined here¬ 
in I trust this is responsive to your inquiry 
Sincerely, 

Jnuvu) C Klwkman, 
Atrtocixzlr Dtrtetor 

112 CFR Part 226, FC-0084| 

1226 6(a) Consumer leasing disclosure* 
need not be more conspicuous than non- 
required contract provisions where lease and 
disclosure statement are combined 

• 226 6(a) does not require use of any par¬ 
ticular sequence of disclosure* to comply 
with clear, conspicuous and meaningful se¬ 
quence requirements: disclosures need not 
be made In 1226 15(b) sequence (See FC 
0054 i 

Jtrws 20, 1277 

This is in reply to your letter of • • •. 
requesting an official staff Interpretation of 
the requirements of the consumer leasing 
disclosure provisions of Regulation Z in the 
context of the lease disclosure form and 
agreement enclosed with your letter This 
letter is an official staff Interpretation of the 
meaning of the I 226 6(a) term* "clearly/* 
"conspicuously** and “meaningful sequence" 
a* applied to a consumer leasing disclosure. 

The staff considers the other questions 
raised in your letter to be inappropriate for 
an official staff Interpretation a* staff s posi¬ 
tions In response thereto do not appear to be 
such that a lesser would wish to rely upon 
them In attempting to comply with the 
regulation. A response to those issues will, 
therefore, be provided in a separate unoffi¬ 
cial letter to you. 

Question 2 In your letter inquires whether 
the regulation requires that the consumer 
leasing disclosures be more conspicuous than 
non-required contract provisions when the 
disclosure statement and lease contract are 
integrated. There is no requirement in the 
regulation that the required disclosures be 
more conspicuous than other terms in a com¬ 
bined contract-disclosure statement 

Since the remainder of the questions 
answered herein address the same Issue, the 
following discussion groups those questions 
a* specified 
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Although phru*ed in various manners, your 
questions 3 and 4 and the Qn*t part of ques¬ 
tions 6. 7. 8 and 9 request an official staff 
interpretation regarding the requirement in 
1226 6(a) that the d lades urea be made 
"dearly, conspicuously, land) in meaningful 
sequence.'* 

Section 226 6(a) doe* not require the use 
of any particular sequential system or 
arithmetical progression In making the dis¬ 
closures required in connection with a con¬ 
sumer leasing transaction The disclosure* 
need not be made In the sequence of required 
disclosures set forth in f 226 I5|hl Wc be¬ 
lieve that I 226 6(a» requires related terms to 
be presented In an order which will asniet 
the customer in understanding their rela¬ 
tionship to each other. Olven the wide 
variety and varying complexity of term* and 
conditions which can be encountered in con¬ 
sumer leas**, the meaning of "clearly,* 4 
‘'conspicuously'* and "meaningful sequence" 
must be determined by reference to the par¬ 
ticular set of dtfccionure* under considera¬ 
tion. I am endowing a copy of Official Staff 
Interpretation PC-0054. Although framed in 
the context of a consumer credit transaction 
disclosure. It contain* a discussion of the 
"meaningful sequence" requirements which 
may be helpful to you. 

Unfortunately, staff cannot accommodate 
your request for specific review of the dis¬ 
closure form enclosed with your letter 
Limitations upon our resource* and the mar¬ 
ginal usefulness of such a specific review to 
other lessors have led staff to adopt a general 
policy or not undertaking this type of indi¬ 
vidual review Staff, however,'directs your 
attention to the sample consumer lea*ing 
disclosure forms contained In the copy of 
the Regulation Z pamphlet enclosed with 
this letter. Although use of these sample 
forms is not required, their use when 
properly completed. Insures compliance with 
the consumer leasing disclosure require¬ 
ments of the regulation 

This letter U an official staff interpretation 
of Regulation Z. Issued in accordance with 
f 226 1(d)(3) of the regulation, snd limited 
In Its application to the fact* and Issues pre¬ 
sented herein. I trust It will be of a*M*ianre 
to you. 

Sincerely. 

Jmino C. Kivckman 

Associate Director 

112 CFR Part 226. FC-00851 

1226.15(a) Two sides of a single page 
may be used when making consumer leasing 
disclosure* in a combined lease-disclosure 
statement so long as all disclosures are 
above the place for the lessee's signature 

Just 20. 1977 

Tilts Is in response to your letter of • • •. 
which requested an official staff Interpre¬ 
tation of Regulation Z. You inquire whether 
1 226 15(a)(1) permits, where the lessor ha* 
combined the consumer leasing disclosure* 
snd the lease contract, the use of two side* 
of a single page. If the required disclosure* 
are made together and above the place for 
the leasee's signature. 

It U the staff's opinion that 9 226 15(a) (1) 
permits the use of two sides of a single page 
when making the consumer leasing dis¬ 
closure* required by 1226.15(b) in a com¬ 
bined contract-disclosure statement. As you 
point out in your letter, 1 226 16(a)(1) 
should be contrasted with 1226.8(a)(1) 
That subparagraph state* that all Truth In 
Lending disclosures for a consumer credit 
transaction must be made on the same side 
of the poge and above teh place for the 
customer’s signature.** (Emphasis added ) 
Section 226.16(a) (l). on the other hand, 
state* that "All of the disclosures shall 
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bo made together on • • • |t]he contract 
or other Instrument evidencing the lease 
on the tame page and above the place for 
the lessees signature •••.*• {Emphasis 
added ) 

You state In your letter that the signature 
must be at the end of the second side to 
fulfill the requirements of 1220 15(a) (1). 
While that may be true If both sides of 
the single page contain required disclosures. 
It is the staff’s opinion that compliance with 
I 226 15(a) (1) may also be achieved by plac¬ 
ing the lessee's slgnaUire at the bottom of 
the first side, so long as all the required 
consumer leasing disclosures are made to¬ 
gether on the first aide of the two-sided 
document. This would permit the placement 
of the signature on the first side of the 
page and the Incorporation of other non¬ 
disclosure contract provisions from the sec¬ 
ond side into the body of the contract In 
those Instances where operational limita¬ 
tions leg.. the use of carbons to make mul¬ 
tiple copies! would dictate the use of a 
signature on the bottom of the first side. 
It should be pointed out. however, that 
there Is no signature requirement in the 
regulation and that the requirement that 
all the disclosures be above the place for 
the lessee's signature applies only where, 
for contract or evidentiary purposes, the 
lessor wishes to have the lessee sign the 
combined contract and disclosure document. 

This U an official staff Interpretation of 
Regulation Z. issued In accordance with 
1226 1(d)(3) of the regulation and limited 
to the facts as outlined herein. I trust this 
is responsive to your Inquiry. 

Sincerely, 

JtXAULD C. Kitckmam. 

Associate Director. 

112 CFR Part 226. FC-O086J 

1226.7(b) It Is permissible to provide a 
periodic statement for an open end account 
that separately discloses the purchase and 
cash advance portions of finance charge with¬ 
out disclosing a total of the two figures. 

Jun* 20. 1977. 

This will respond to your letter of • • •, 
In which you request official confirmation 
of the opinion expressed by staff In Public 
Information Letter 666 to the effect that 
I 226 7<b) (!) (iv) of Regulation Z (formerly 
I 226 7(b) (3)) does not require the elements 
of the finance charge to be added together 
and disclosed as a total on the periodic 
statement for an open end credit account. 

Section 226 7(b) (1) Uv» requires the Itemi¬ 
zation and identification of the amounts of 
the finance charge attributable to the ap¬ 
plication of periodic rate* and Itemization 
and Identification of the amounts of any 
other finance charges You specifically ask 
whether it U permissible to provide a periodic 
statement for an open end account that 
separately discloses the purchase and cash 
advance portion* of the finance charge com¬ 
puted by applying one periodic rate to the 
appropriate cash advance balance and a 
separate periodic rate i though not neces¬ 
sarily a different one) to the appropriate 
purchase balance without disclosing a total 
of the two figures. 

It la the staff's opinion that the disclosure 
of the finance charge under the method out¬ 
lined above meets the requirements of 
f 226 7(b) (1) (lv). There Is no requirement 
under open end credit that these various ele¬ 
ments must be added together or that the 
total finance charge be disclosed, as there Is 
for credit other than open end. 

This letter is an official staff interpretation 
of Regulation Z. issued pursuant to I 226 1 
(d)(3) of the regulation Because the facts 
submitted with your Inquiry varied some¬ 
what from the facts supporting Public In¬ 
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formation Letter 666. we do not believe It is 
appropriate to designate that letter as an of¬ 
ficial staff interpretation. Nothing In this 
letter should be construed as staff review or 
approval of the periodic statement form you 
enclosed with your letter. I note that you 
may represent creditors subject to the laws 
of the Sute of Connecticut Since Connecti¬ 
cut has been granted an exemption under 
the applicable portions of the Truth In Lend¬ 
ing Act, you may wish to contact the office 
of Mr. Lawrence Connell. Jr- Bank Com¬ 
missioner of the SUte of Connecticut, for his 
views. I trust this Is responsive to your in¬ 
quiry. 

Sincerely. 

Jerauld C. Kluckmav. 

Associate Director. 

f 12 CFR Part 226. PC-00671 

fl 22« 81 j) and 226 817 Where a creditor 
adjusts accounts after discovery of APR com¬ 
putation error to Insure that customers do 
not pay more than the disclosed rate, this 
U not an 8<J) refinancing requiring new 
disclosure* Rather, it is analogous to a 
I 226 817 APR reduction. 

Jew* 22. 1977 

This Is In reply to your letter of •••. re¬ 
questing an official sUff InterpreUtion con¬ 
cerning the requirements or Regulation Z 
in the following situation. Your client, a 
creditor, discovered that It may have er¬ 
roneously computed the annual percentage 
rate on certain loans. After discovery of the 
apparent error. It refunded amount* paid to 
date In excess of the sUted annual percent¬ 
age rate and prospectively adjusted the ac¬ 
counta over the balance of their term to In¬ 
sure that customers will not pay any charges 
In excess of the percentage rate stated. You 
ask whether Regulation Z requires your 
client to provide new disclosures under thc*e 
circumstances. 

The answer to this question, staff believes, 
depends on whether the adjustment could 
be considered a "refinancing" under f 226 8 
(j). Although the payment amounts and/or 
the number of payments remaining may be 
adjusted, staff believes that the adjustment 
does not constitute a refinancing as con¬ 
templated by I 226 j 8(J). Staff's opinion is 
based, to some extent, on the fact that, since 
the adjustment is made In order to charge 
the customer at a lower annual percentage 
rate than that which had previously been 
charged, the situation Is somewhat analagous 
to that addressed in Board Interpretation 
I 226,817 Section 226 817 state* that a reduc¬ 
tion In the annual percentage rate applicable 
to an existing extension of credit doe* not 
constitute a refinancing and doe* not require 
new disclosures to be made The adjustment 
made by your client In reducing the annual 
percentage rate charged to that Initially dis¬ 
closed is similar to the situation contem¬ 
plated by I 226 817 In light of these con¬ 
siderations. staff does not believe new dis¬ 
closures are required. 

This Is an official staff Interpretation of 
Regulation Z. Issued in accordance with 
f 226 1(d)(3) of the regulation and limited 
to the facts stated herein. I tTUtt that this 
Will prove helpful to you. 

Slncerety. 

JrSAVLD C. Kiitxman 

Associate Director 

(12 CFR Part 226. FC-0088J 

II 226 7(b). 226.7(g). and 226.7(k) When 
only one date corresponding to each account 
entry is disclosed on a periodic statement, 
that date need not be described as the 
"transaction date." "posting date." etc 

J vtit 22 1977 

Thl« Is In response to your letter of • • v 
in which you request an official staff interpre¬ 


tation of 11 226 7 (b) (l )< 111). 2207(g), and 
226 7(k) of Regulation Z Specifically, you In¬ 
quire whether the portions of those sections 
which require particular dates to accompany 
tho account activity reflected en periodic 
statements also require that the dates them¬ 
selves be described (i.e.. as a "trJinaactlon 
date." as a "posting date." etc ) Staff does 
not believe that the regulation impose* such 
a requirement. As you suggest, it is sufficient 
to have a single columnar heading *uch as 
"DUe." Identifying a column In which the 
reoulred dates are placed. 

Staff's conclusion, and advice to you. I* 
based upon the assumption that only one 
date wilt be disclosed to describe each ac¬ 
count entry Official Staff Interpretation FC- 
0065. Issued on March 22. 1977. explains that 
where a creditor desire* Jo provide both a 
transaction date and a crediting date for 
every transaction on an account, then the 
dater should be separately and appropriately 
Identified. 

ThLr Is an official staff interpretation cf 
Regulation Z. Issued In accordance with 
1226.1(d) (3) of the regulation and limited 
In Its application to the Issue and fact* pre¬ 
sented herein I trust It t* responsive to your 
inquiry. 

Sincerely. 

Jxjuuld C Klucrmak. 

Associate Director. 

(12 CFR Part 226. FC 0089] 

f 226.7(b) Creditor that has Increased pe¬ 
riodic rates (and glvea notice si required by 
17(f)) must disclose on the periodic state¬ 
ment only those periodic rate* which may be 
used during the billing cycle to which the 
statement applies; unnecessary to disclose 
rates which will be In effect In future cycles 

June 22. 1977 

This l* In reply to your letter of • • •. in 
which you request an official staff Interpreta¬ 
tion concerning the proper method of dis¬ 
closing the periodic rate in the periodic 
statement given to a customer during 
tho last billing cycle before the periodic 
rate Is Increased. You Indicate that your 
client Is raising the periodic rates on its 
open end account* and will give Its existing 
customers notice or the change of the pe- 
rlodlo rates pursuant to I 226.7(f) of Regula¬ 
tion Z. You question, however, whether 
I 226.7(b) (1) (v) only requires disclosure of 
the periodic rates In effect during the last 
billing cycle or whether that section require* 
disclosure of both the periodic rates in effect 
and the pertodlc rates which will be applied 
during the next billing cycle. 

Section 226 7(b) (1 )(v) requires that the 
periodic statement disclose; 

"Each periodic rate, using the term "peri¬ 
odic rite** (or "rates"). that may be used td 
compute the finance charge (whether or not 
applied during the billing cycle) 

You indicate that the phrase "may be used" 
could be interpreted to be prospective In na¬ 
ture and that, consequently. It could be con¬ 
cluded that f 226 7(b) (1) (v) requires disclo¬ 
sure of the periodic rate or rate* which would 
apply in the next billing cycle (i.e.. the one 
Ir which the Increased rates first take effect). 

In staff's opinion, the only periodic rates 
which must be disclosed are those periodic 
rates which may be u«ed during the billing 
cycle to which the particular periodic state¬ 
ment applies. The notice of change of terms 
required by 1226 7(f) has already notified 
the customer of the periodic rate or rate* 
which will be applied to the balance due 
as shown by the periodic statement supplied 
during the next billing cycle Therefore staff 
believes It unnecessary to notify the cus¬ 
tomer on the periodic statement for the last 
billing cycle prior to the one in which the 
rates are Increased of periodic rates which 
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vouUX only be applied durtnic future billing 

cycles. 

This U an official staff interpretation of 
Regulation Z, issued pursuant to S 226.1(d) 
(3) of the regulation and limited lu IU ap¬ 
plication to the facts aa outlined above. We 
note, however, that the creditor you repre¬ 
sent may be subject to the laws of the 
State of Massachusetts, which has been 
granted an exemption under the applicable 
portion of the Federal Act. K your client U 
such a credttor. we suggest that you contact 
the office of Ms Carol & Orecnwald, Com¬ 
missioner of Backs of the State of Massachu¬ 
setts, for her views X trust that this U 
responsive to your Inquiry 
sincerely. 

Jnuvto C. KtCCKMAN. 

Associate Director 

(12 CFR Part 226. FC-0090| 

| 226.81 b) Single composite APR. rather 
than 2 APR's or maximum of 2 rates must 
be disclosed in transaction where a different 
interest rates are applied to different portions 
of loan amount. 

1 226 8io) Portions of finance change ap¬ 
plicable to impostUon of 2 different Interest 
rates arc single component of finance charge 
and need not be separately itemized 

Jtmx 23. 1977. 

This ts in response Co your letter of • • •« 
to < ) requesting an official staff in¬ 

terpretation of Regulation Z with regard to 
the proper disclosure of the finance charge 
and annual percentage rate when different 
interest rates are imposed on two portions 
of an obligation. 

You indicate that your client U engaged 
in making government-subsidised residential 
rehabilitation loan*. Based on certain Income 
limits of the borrower, your client will make 
a closed end loan, a portion of which will be 
at a low Interest rate and the •remainder of 
which will be at a higher interest rate. The 
loan Is amortized over a fixed term, and 
your client provides for an even payment 
schedule for the term of the loan 

It is staff's position that, with respect to 
the annual percentage rate disclosure, f 2264 
(b)(2) requires the disclosure of a single 
composite annual percentage rate which is 
computed by relating the total finance charge 
to the total amount financed in accordance 
with the applicable portions of | 220.5 of the 
regulation In closed end credit transactions, 
tt would not be permissible to show two 
annual percentage rates, nor would It be 
proper to simply state the maximum of the 
two ratea. since this would not accurately 
reflect the annual percentage rate imposed on 
the transaction. 

Your second question Is whether §2263 
tc) (6) (1) requires the creditor to separately 
describe the portions of the finance charge 
applicable to the Imposition of each rate. 
In staff's opinion, the amount of finance 
charge computed by the imposition of the 
applicable Interest rate to the two portions 
of the obligation constitutes a single com¬ 
ponent of the finance charge. Thus, tt need 
not be further itemised on the disclosure 
statement to Indicate the portions of the 
finance charge attributable to the Imposition 
or each rate 

This ts an official staff interpretation of 
Regulation Z. issued pursuant to f 226.1(d) 

1 3) of the regulation and limited in itv ap¬ 
plication to the facts as outlined above I 
trust that this is responsive to your Inquiry 
Sincerely. 

Jcoauld C. Kluckman. 

Associate Dir+rtor 

112 CFR Part 226. PC-40011 

I 226 6(c) Use of name of savings and 
loan association which solicits credit card 
accounts for bank on the credit card, peri- 
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odlc statement and card brochure does not 
violate the general guidelines of 1226.6(e). 

Jon* 24. 1977 

This la in response to your letter of • • • 
requesting an official interpretation of Regu¬ 
lation Z Your company aervlcea the (credit 
card) accounts for a targe number of ( ) 

banka, and you ask staff’s view about the 
application of If 226 6 and 226.7 of the regu¬ 
lation to a proposal which you have out¬ 
lined. 

You intend to have savings and loan asso¬ 
ciations solicit thetr customers to apply to 
your company for a (credit oard) account. 
Por the applications so generated and ap¬ 
proved by your company, you Intend to spe¬ 
cifically reference the savings and loan as¬ 
sociation's Involvement In the following 
ways: (t) The name of the savings and loan 
will appear on the top front of the credit 
oard: (2) the name of the savings and loan, 
followed by your company's post office box 
address, will appear on the top-left portion 
of the front side of the periodic billing state¬ 
ment: and (3) the name of the savings and 
loan will appear at the top of the brochure 
which encloses the actual credit card. The 
back side of your (credit) cards, which pres¬ 
ently state "This card is the property of the 
Bank which Issued It • • will not be 
changed, but your Cardholder and User 
Agreement will be modified to read. "The 
(credit) card has been issued by a i 9 ) 

bank through the courtesy of a saving and 
loan association and U issuer's property 
• • • •+ 

You also indicated that your primary rea¬ 
son for requesting an official Interoretatton 
was to insure that the modifications pro¬ 
posed In your (credit) card and accompany¬ 
ing documents not be viewed as violating the 
general guidelines of f 226 6(c) regarding 
disclosure of additional Information. It Is 
stairs opinion that your proposal, as out¬ 
lined in your letter. Is consistent with those 
guidelines. 

This is an official staff Interpretation of 
Regulation Z. Issued In accordance with 
1 226 1(d)(3) of the regulation and limited 
to the facts and Issue* stated herein. I trust 
that we have been responsive to your 
Inquiry. 

Sincerely. 

Jesaulo C. Kluckman. 

Associate Director. 

112 CFR Part 226. PC-0092 ( 

1226 8(b) The fact that habitual late 
paymentA on a single interest loan may cause 
final payment to amount to a "balloon pay¬ 
ment" does not require disclosure of this 
fact or labeling of final payment as ‘ balloon 
payment." 

I 226 8m) Statement sent to customer 
with simple Interest loan showing (I) dif¬ 
ference between estimated and actual prin¬ 
cipal balance caused by late payments and 
■uggesllng payment or difference to return 
to schedule, or (2) amount due for final 
payment. Is not periodic statement. 

Junk 24, 1977 

Thu u in response to your letter of • • * # 
In which you requested an official staff Inter¬ 
pretation of f 226 8<n) of Regulation Z con¬ 
cerning periodic statements for closed end 
credit. 

Your client Is In the process of convert¬ 
ing Its closed end credit loans to a simple 
Interest basis. This means that a customer's 
regular monthly payment will be credited on 
the date received, and interest will continue 
to accrue at a simple interest rate until the 
actual date of payment. For this reason. If 
a customer is habitually somewhat slow In 
making payments, the Interest earned will 
be somewhat greater than that originally 
estimated based on payment on. for example. 
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the first of the month. This increase in the 
finance charge will reduce the amount of 
principal reduotlon made with each payment 
so that It Is possible that the final payment 
will be larger than that Initially anticipated 
Because of this discrepancy between the 
amount of the final payment and the amount 
of the regular payments, the bank sends out 
two types of notices. You have asked whether 
either of these notice* would be considered 
a periodic statement for purposes of 226 8 
<n). 

The first type of notice which may be sent 
out Is a notice of the need for additional 
principal payment. If the total amount of 
principal due falls somewhat behind the 
estimated principal balance based on regu¬ 
lar first-of-the-month payments, the bank 
sends out a notice which tells the customer 
that he "may wish to submit the difference 
indicated below along with your next regu¬ 
lar payment in order to return to schedule 
and to avoid a final payment higher than 
your normal payment." The current princi¬ 
pal balance ts set forth, the estimated prin¬ 
cipal balance Is substracled from It. and 
the difference between them la shown. The 
regular payment is shown and added to the 
difference figure, and the total la labeled 
"total payment required to return to sched¬ 
ule." You have indicated by telephone that 
this notice of need for additional principal 
payment would not be sent out at any regu¬ 
lar intervals but. rather, would be sent out 
when the total amount of prlnctoal actually 
due exceeds the estimated principal balance 
by some specified percentage 

Staff is of the opinion that the notice of 
need for additional principal payment de¬ 
scribed above would not be considered a 
periodic statement for purpose* of I 226.8(n) 
of Regulation Z. The notice la not mailed 
periodically, and it does not relate to any 
particular instalment payment. Further¬ 
more. tt does not notify the customer or a 
payment which is due; on the contrary, it 
merely tells the customer that If he doe* 
not pay the amount specified, his final pay¬ 
ment will be larger than his regular pay- 
menu. While It Is true that the customer 
will continue to receive similar notices prior 
to each regular payment if he does not make 
the additional principal payment, staff 
nevertheless believe* that this would not 
transform a notice of this type into a peri¬ 
odic statement. 

The other type of notice which your cljent 
will send In connection with IU dosed end 
loan* ts a notice of final payment. The bank 
issues coupon* to its borrowers and does not 
send out regular periodic notices of pay¬ 
ments due The last payment, however, la 
not covered by a coupon because It Is usually 
not the same a* the regular payments. Thus, 
a final payment notice Is sent to the customer 
prior to the due date of the final payment 
advising him or the amount due. 

Staff Is of the opinion that the notice of 
final payment described above Is not a pe¬ 
riodic statement under « 226 Bin) because 
the notice U not mailed periodically. That 
Is, only one such final notloe la mailed with 
respect to any one loan. 

Your final question ts whether It Is neces¬ 
sary In making the Initial disclosures to ad¬ 
vise the customer that. If payments are not 
made on time. It Is possible that the final 
payment will amount to more than twice the 
regular payment and. thus, be a "balloon 
payment." It Is staff s view that it Is Inherent 
in the definition of a simple Interest Instal¬ 
ment loan that Interest will be calculated 
and charged on a dally bast* on the unpaid 
balance of the loan and that late or early 
payments will thus affect the amount of the 
final payment. Staff believes that. In the case 
of a simple interest Instalment loan, dis¬ 
closures required under Regulation Z should 


FEDERAL REGISTER, VOi. 42, NO 131—ER10AY. JULY 8. 1977 












35150 

be made on the Assumption that the loan 
payments will he made when due. Therefore, 
staff believes that Regulation Z docs not re¬ 
quire that, In the above described fact situ- 
ation, the creditor dlaclone that it U possible 
that the final payment will amount to more 
than twice the regular payment and. thus, 
be a ’'balloon payment.” This information 
may. however, be given as additional infor¬ 
mation pursuant to f 226.6(c). Of course, 
this view assume* that If payments were 
made on time, the final payment would not 
amount to a ’’balloon payment.’* 

This Is an official staff interpretation of 
Regulation Z. Issued In accordance with 
4 22(51(d) (3) and confined to the facta as 
stated I trust that it is responsive to your 
Inquiry. 

Sincerely. 

Jnuuio C. Kluckman, 

Associate Dtrector. 

112 CFR Part 226. FC-O093| 

• 2263(q) Sale of cancellable credit life 
Insurance on existing obligations subsequent 
to consummation, where premium amounts 
are computed on outstanding indebtedness, 
remitted to creditor as part of increased 
monthly payment, and incur no finance 
charge. Is not a credit transaction. 

Jew* 24. 1277. 

This U in reply to your letter of • • • . 
requesting an official staff interpretation on 
the applicability of the Truth In Lending Act 
and Regulation Z to certain sales of credit 
life insurance. 

According to your letter, your client pro. 
poses to contact persons who have existing 
debts and offer to sell them credit life lnsur* 
ance on those obligations. Any sales of In¬ 
surance would, therefore, be made separately 
from, and after the consummation of, the 
underlying credit obligation The Insurance 
agreement would permit the customer to 
cancel the Insurance coverage at any time. 
The customer’s monthly premium payments 
would be computed on the outstanding dally 
balance of the Indebtedness and would be 
remitted to the original creditor as part of 
an increased monthly payment. You indicate 
that these Insurance premium payments 
would Incur no finance charge and would be 
made concurrently with monthly coverage. 

You state that, in your opinion, such sales 
of credit life insurance are not credit trans¬ 
actions subject to the Truth in Lending Act 
and Regulation Z for the reasons that no 
debtor-creditor relationship is created be¬ 
tween the seller and the customer, and that 
no finance charges are Imposed. The staff 
agrees with your conclusion on the fsets 
you present 

This staff has consistently taken the posi¬ 
tion that Truth in Lending disclosures are 
not required for instalment insurance pre¬ 
mium plans if there Is no debtor-creditor re¬ 
lationship established between the Insurer 
and the Insured with respect to future pre¬ 
miums (See Public Information Letters 200, 
432 and 809 ) Since the plan you describe 
call* for monthly payments coinciding with 
coverage, and since the customer can cancel 
the coverage at any time with no further 
obligation, the staff Is of the view that no 
debtor-creditor relationship la established 
and no disclosures are required 

Thla la an official staff Interpretation of 
Regulation Z. issued in accordance with 
1226 1(d)(3) of the regulation and limited 
In Sts application to the facts snd Issues out¬ 
lined herein. We trust It is responsive to your 
inquiry. 

8incerely. 

J EXAITII) C. K LUCK ISA I*. 

Associate Director 
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Board of Governors of the Federal Re¬ 
serve System. July 1. 1977. 

Theodore E. Allison, 
Secretary of the Board. 

1FR Doc.77-19414 Filed 7-7-77: 8 45 ami 

Title 13—Business Credit and Assistance 

CHAPTER I—SMALL BUSINESS 
ADMINISTRATION 

| Rev. 6. Amdt 13 1 

PART 120—BUSINESS LOAN POLICY 
Eligible Participants 

AGENCY: Small Business Administra¬ 
tion. 

ACTION: Final rule. 

SUMMARY: This rule establishes new 
requirements and procedures for partici¬ 
pating with SBA in Its business loan pro¬ 
grams. With one exception, these 
changes apply only to small business 
lending companies. <These are compa¬ 
nies formed solely to make loans to small 
business concerns, in participation with 
SBA. and are referred to in the Regula¬ 
tions as “Subsection <b) M lenders ) The 
Regulation dealing with participation 
with SBA Is 5 120.4. The rule also estab¬ 
lishes new limits on the operations of 
Subsection (b) lenders. 

EFFECTIVE DATE: July 8. 1977, 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Stuart Harbour. Office of Program De¬ 
velopment, Finance, and Investment, 

U.S. Small Business Administration. 

Washington. D.C. 20416 <202-653- 

6423». 

SUPPLEMENTARY INFORMATION: 
The changes were proposed in the Fed¬ 
eral Register for September 29. 1976 
<41 FR 42963» . A comment period was 
given. Only one person responded. After 
giving consideration to the comments, 
the amendments are being adopted as 
proposed. 

The first amendment establishes sep¬ 
arate procedures for determining the eli¬ 
gibility of banks and other Subsection 
(a> lenders, on the one hand, and Sub¬ 
section (b) lenders, on the other, to par¬ 
ticipate in 8BA guaranteed loan pro¬ 
grams. Prospective Subsection <b) lend¬ 
ers will be required to pay SBA a non- 
rcfundable $500 fee for processing' an 
application for determination of eligi¬ 
bility. and may be required to publish a 
public notice of the application. 

A second group of amendments estab¬ 
lishes several new limitations on the op¬ 
erations of Subsection <b) lenders. For 
example, the new amendments specify 
contractual requirements before a lender 
or associate may furnish services to a 
small business concern. Also included in 
the amendments are restrictions on bor¬ 
rowing to buy stock of a Subsection (b> 
lender, common control of more than 
one such lender, and the employment of 
a manager or advisor by one of these 
lenders. The amendment also prohibits 
a commonly-owned Subsection <b> 


lender and a licensed small business in¬ 
vestment company from financing the 
same small business. Also, editorial 
change; have been made in the exami¬ 
nation-fee table to remove ambiguities 
in the table as previously published. 

Pursuant to the authority of section 5 
of the Small Business Act. 72 Stat. 385 
15 U.8.C. 634, and section 7 of such Act, 
as amended. 72 Stat. 387 15 U.8.C. 636, 
Part 120 of Title 13, CFR is amended in 
the manner set forth below: 

1. Section 120.4<c) <1) and (2) is re¬ 
vised as follows: 

§ 120. 4 Eligiblr loan purlicipont*- 

• 4 • • • 

(c) Determination of eligibility —(1) 
Application by prospective Subsectton 
(a) Lenders. A lending institution wish¬ 
ing to participate with SBA in making 
loans to small business concerns and 
meeting all requirements set forth In par¬ 
agraph (a) of this section should submit 
its request to the SBA District Office 
serving the area In which the lending in¬ 
stitution intends to participate with SBA 
in making loans to small business con¬ 
cerns. The District Office may require 
further evidence of the lending institu¬ 
tion’s qualifications. 

(2) Application by prospective Subsec¬ 
tion (b) Lenders. A lending institution 
wishing to participate with SBA as a 
Subsection <b) Lender shall submit its 
application for determination of its qual¬ 
ifications on SBA Form 1080, accom¬ 
panied by a non-refundable processing 
fee of $500. to the Associate Administra¬ 
tor for Finance and Investment, Wash¬ 
ington. D.C. 20416. SBA will publish in 
the Federal Register a notice of each 
application and will provide an opportu¬ 
nity for submission of written comments. 
The applicant, upon request of SBA, shall 
publish a similar notice in a newspaper of 
general circulation in the city or other 
proposed area of operation. 

2. Section 120.5(b) (10) through <14> 
Is revised as follows: 

| 120.5 Operation! of eligible partici¬ 
pant!. 


<b> Spedal requirements applicable to 
Subsection (b) Lenders. 9 • • 

(10) Services to borroicers. Where a 
Subsection <b) Lender or any of Its asso¬ 
ciates provides services permitted under 
8 120.5(a) (2), 5uch services shall be fur¬ 
nished pursuant to a written contract 
approved by the board of directors, part¬ 
ners. or proprietor of the small business 
concern Records of time spent and 
charges mftde for such service shall be 
maintained for examination by SBA 
Charges made shall not exceed those 
charged by established professional con¬ 
sultants providing similar services. 

(11) Common control. Without prior 
written SBA approval, a Subsection <b> 
Lender shall not have any officer, direc¬ 
tor, or holder of ten percent or more of 
its voting securities who is an officer, di¬ 
rector. or holder of ten percent or more 
of the voting securities either of another 
Subsection (b> Lender, or of any entity 
which directly or indirectly controls or is 
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under common control with another Sub¬ 
section <b> Under. 

<12> Management and services . A Sub¬ 
section (b) Lender may employ a man¬ 
ager or adviser, or may contract for man¬ 
agerial or advisory services, subject to 
prior written approval of SBA and sub¬ 
ject to the supervision of the Lender** 
Board of directors. The contract shall 
specify the services to be rendered to the 
Subsection <b> Lender and to its appli¬ 
cants and borrowers. 

(13) Prohibited financing. A subsec¬ 
tion <b> Lender may not make a loan to 
a small business concern which has re¬ 
ceived financing (or commitment there¬ 
for) from a small business investment 
company licensed by SBA which is an 
•‘associate", as defined by i 120.1(d)(2). 
of the Subsection, (b) Lender. 

(14) Borrowed funds. Shareholders 
owning ten or more percent of any class 
of the stock of the 8ubsection (b) Lender 
may not use borrowed funds in purchas¬ 
ing such stock unless the net worth of 
such shareholders is at least twice the 
amount borrowed or unless such share¬ 
holders receive 8BA's prior written ap¬ 
proval of a lesser ratio on the basis that 
it is adequate in the light of all circum¬ 
stances. 

3. Section 120.6(d) (2) (v) Is revised to 
add the following: 

g 120.6 Report* lo SBA by Subsection 
(b) Under*. 

• • • • • 

(d> Other reports to SBA. • • • 

(2> Reports of changes. • • • 

(v) Whenever ten percent or more of 
the 8ubscction (b> Lender's stock Is 
pledged by any person (or group of per¬ 
sons acting in concert) as collateral for 
indebtedness, and such pledge does not 
involve any transfer for which prior 
written approval of 8BA is required 
under i 120.5(b)(9), written notice of 
the terms of such transaction shall be 
furnished to SBA by the pledgor within 
thirty days following the date of the 
transaction. 

§ 120.7 [ Amended] 

4. In 4 120.7. Examination of Subsec¬ 
tion lb) Lenders, editorial changes are 
made so that the rate table reads as 
follows: 


ToU) foe 

Total inrti . ■ ■ - .. . — 

FU» Additional tee 
tee 


fcvoo.CHO or tew. $4*0 None 

iMt to Si.oooooo. 400 0 on prt over $.YX),ono 
41,000,001 to $3,000,000. . 700 0 013 pet over $l,f>«,000 

$3.000,001 to $.5,000,000- . 1.000 0 008 pet over $3,000,000 
Over $5,000,000.;.I. ion u OKI pet over tf.oon.rm. 


• Catalog of Federal Domestic Assistance Pro¬ 
gram No. 59012, Small Business Loans ) 

Dated: May 17. 1977. 

A. Vernon Weaver, 

Administrator. 

I PR Doc 77-10350 Plied 7-7-77; 8 45 am| 


Title 21—Food and Drugs 

CHAPTER I—FOOD AND DRUG ADMINIS- 
TRATION. DEPARTMENT OF HEALTH. 
EDUCATION, AND WELFARE 
SUBCHAPTC* A—GENERAL 

PART 5— DELEGATIONS OF AUTHORITY 
AND ORGANIZATION 

Subpart C—Organization 
Headquarters 

AGENCY: Pood and Drug Administra¬ 
tion 

ACTION: Pinal rule. 

SUMMARY: This document amends 
the organization structure of agency 
headquarters to revise the listings for the 
Bureau of Drugs, the Bureau of Medical 
Devices, and the Bureau of Veterinary 
Medicine, in accordance with recent re¬ 
organization approvals. 

EFFECTIVE DATE: July 8. 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Robert L. Miller. Office of Administra¬ 
tion <HFA-340>. Food and Drug Ad¬ 
ministration. Department of Health. 
Education, and Welfare. 5600 Fishers 
Lane. Rockville. MD 20857. 301-443- 
4976 

SUPPLEMENTARY INFORMATION : 
The Bureau of Drugs reorganization (see 
the Federal Register of April 11. 1977 
(42 FR 18904 > ) established a new Divi¬ 
sion of Scientific Investigations. The or¬ 
ganization listing for the Bureau is 
amended accordingly. In separate actions 
subsequent to the reorganization of the 
Bureau of Medical Devices <see the Fed¬ 
eral Register of May 24, 1977 (42 FR 
26470)) and the Bureau of Veterinary 
Medicine (see the Federal Register of 
May 26. 1976 (4) FR 21507)). Associate 
Directors reporting to the Bureau Direc¬ 
tor were established to oversee division 
operations in major functional areas. 
The new organization listings for the two 
bureaus depict this organizational con¬ 
cept. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (sec. 701 (a). 
Slat. 1055 ( 21 U.8.C. 371 <u))) and under 
authority delegated to the Commissioner 
of Food and Drugs (21 CFR 5.1), Part 5 
Is amended in 4 5.100 by adding new "Di¬ 
vision of Scientific Investigations" under 
the Associate Director for New Drug 
Evaluation in the Bureau of Drugs; by 
deleting the Bureau of Medical Devices 
and Diagnostic Products listing and sub¬ 
stituting therefor a Bureau of Medical 
Devices listing; and by adding two Asso¬ 
ciate Directors to the Bureau of Veter¬ 
inary Medicine. As revised, the listings 
for the Bureau of Drugs, the Bureau of 
Medical Devices and Diagnostic Products, 
and the Bureau of Veterinary Medicine 
read as follows: 

§ 5.100 Headquarter*. 

• • i • » 


arvcAtt or oaves * 1 * 

Office of the Director 
Office of Planning and Evaluation 
Associate Director for Monographs Drug 
Division of OTC Drug Evaluation 
Division of Btophsrmareutlcs 
Division of Oenerlc Drug Monographs 
A**ociatc Director for Biometrics and Epi¬ 
demiology 

Division of Biometrics 
Division of Poison Control 
Division of Drug Experience 
Associate Director for Compliance 
Division of Methadone Monitoring 
Division of Drug Product Quality 
Division of Drug LabcUng Compliance 
Division of Drug Manufacturing 
Associate Director for Pharmaceutical Re¬ 
search and Testing 
Division of Drug Biology 
Division of Drug Chemistry 
National Center for Antibiotics Analysis 
National Center for Drug Analysis 
Associate Director for New Drug Evaluation 
Division of Anti-Infective Drug Products 
Division of Cardlo-Renal Drug Products 
Division of Surgical-Dental Drug Products 
Division of Metabolism and Endocrine Drug 
Products 

Division of Neuropharmacologtcal Drug 
Products 

Division of Oncology and Radiopharmaceuti¬ 
cal Drug Products 
Division of Drug Advertising 
Division of Scientific Investigations 
Associate Director for Information Systems 
Division of Drug Information Resource* 
Division of Information Systems Design 
Medical Library 


OUREAU or MEDICAL DEVICES : 

Office of the Director 
Office of Small Manufacturers Assistance 
Associate Director for Device Research and 
Testing 

Associate Director for Standards 
Division of Oenerml Medical Device Stand¬ 
ards 

Division of In Vitro Diagnostic Device Stand¬ 
ard a 

Associate Director for Compliance 
Division of Compliance Programs 
Division of Compliance Operations 
Division of Product Surveillance 
Associate Director for Device Evaluation 
Division of Cardiovascular Devices 
Division of Oaatroonterology/Urology and 
General Use Devices 

Division of Anesthesiology and Neurology 
Devices 

Division of Obstetric*/Oynecotogy and Ra¬ 
diology Devices 

Division of 8urgtcal and Rehabilitation De¬ 
vices 

Division of Clinical Laboratory Device* 
Division of Ophthalmic. Ear. Nose. Throat 
and Dental Devices 

• • • • • 
BUREAU OF VETERINARY MEDICINE * 

Office of the Director 
Division of Veterinary Medical Research 
Associate Director for Surveillance and Com¬ 
pliance 

Division of Surveillance 
Division of Compliance 
Division of Animal Feeds 


‘ Mall in" address: 5600 Fishers Lane. Rock¬ 
ville MD 20857 

* Mailing Address 8757 Oeorglm Ave . Silver 

Spring. MD 20910 
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Associate Director for Scientific Evaluation 
Division of Drug* for Swine and Minor 
Species 

Division of Drufn for Ruminant Species 
Division of Drugs for Avian Specie* 

Division of Drugs for Non-Food Animats 
• • • • • 

Effective date: This regulation be¬ 
comes effective July 8. 1977. 

(Sec. 701 (ft). 52 Stat 1055 (21 U.8.C. 371 
<»>M 

Dated: June 29.1977. 

William P. Randolph. 

Acting Associate Commissioner 
for Compliance. 

|FR Doc.77-19102 Filed 7-7-77;8;45 am) 


SU8CHAPTCP B—FOOD FOR HUMAN 
CONSUMPTION 

[Docket No. 75N-0107[ 

PART 105—FOODS FOR SPECIAL DIETARY 
USE 

Vitamin and Mineral Products; Effective 
Date Revision 

AGENCY: Pood and Drug Administra¬ 
tion. 

ACTION: Revision of effective date. 

SUMMARY: This document revises the 
effective date for recently published reg¬ 
ulations governing vitamins and min¬ 
erals. This action is taken because of a 
petition for stay of the effective date of 
those regulations. This revision provides 
that voluntary compliance may begin im¬ 
mediately and that products initially In¬ 
troduced into interstate commerce on or 
after July 1, 1979, shall fully comply. 

EFFECTIVE DATE: This revision Ik ef¬ 
fective immediately. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

J ohn E Vanderveon. Bureau of Foods 
( HT'F-260», Food and Drug Adminis¬ 
tration. Department of Health. Educa¬ 
tion. and Welfare. 200 C St. SW. Wash¬ 
ington. D C. 20204, 202-245-1064 

SUPPLEMENT A R Y INFORMATION: 
In the Federal Register of October 19. 
1976 (41 FR 46156) and April 19. 1977 
«42 FR 20292», the Commissioner issued 
final regulations governing the labeling 
and composition of dietary supplements 
and other foods that purport or are rep¬ 
resented to be for special dietary use be¬ 
cause of their vitamin and/or mineral 
properties. The effective date for the 
regulations was announced as January i. 
1978 for all products initially introduced 
into interstate commerce on or after that 
date It was provided that voluntary 
compliance might begin immediately. 

The Commissioner has received a pe¬ 
tition for stay of the effective date of the 
regulations from the law firm of Bass. 
Uilman & Lustlgman, New York City, on 
behalf of the National Nutritional Foods 
Association, the National Association of 
Pharmaceutical Manufacturers, and the 
8olgar Co.. Inc The petition for stay 
states that a petition for review of the 
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regulations has been filed in the United 
States Court of Appeals for the Second 
Circuit, and requests that the effective 
date of the regulations be modified to 
provide that all products labeled 9 
months after Judicial review proceedings 
have been concluded or initially intro¬ 
duced into Interstate commerce 15 
months after Judicial review proceed¬ 
ings have been completed must comply, 
or. in the alternative, that the regula¬ 
tions be stayed w ithout date pending Ju¬ 
dicial review. 

Among other things, the petition for 
stay states that although the final re¬ 
vised vitamin and mineral regulations 
were pubUshed April 19, 1977, they did 
not incorporate the new uniform effec¬ 
tive date for food labeling regulations 
(July 1. 1979) which FDA had an¬ 
nounced in the Federal Register of 
April 12. 1977 (42 FR 19234) would be 
applicable to final food labeling regula¬ 
tions published after April 1. 1977. 

. The Commissioner concludes that the 
vitamin and mineral regulations should 
Incorporate the new uniform effective 
date of July 1. 1979. The new effective 
date should provide ample time for Ju¬ 
dicial review* and. assuming the regula¬ 
tions are sustained on review, for com¬ 
panies to come into compliance after 
completion of Judicial review. If judicial 
review should still be pending after July 
I. 1978. the Commissioner will entertain 
petitions with respect to further post¬ 
ponement of the effective date at that 
time. 

Accordingly, the effective date para¬ 
graph for the regulations published in 
the Federal Register of October 19. 1976 
<41 FR 46156) and as reaffirmed and 
amended April 19. 1977 (42 FR 20292) is 
revised to read as follows: 

Effective date: Voluntary compliance 
with these regulations may begin imme¬ 
diately. and all products initially Intro¬ 
duced into interstate commerce on or 
after July 1. 1979. shall fully comply. 

Dated: June 24. 1977. 

William F. Randolph, 

Acting Associate Commissioner 
for Compliance. 

|FR Doc.77-19234 Filed 7-7-77:8:45 am) 


|Docket No. 7SP-0500J 

PART 135—FROZEN DESSERTS 

Standards of Identity for Frozen Desserts; 
Confirmation of Effective Date, Partial 
Confirmation of Effective Date, Stay of 
Certain Provisions, and Request for Data 
and Information 

AGENCY Food and Drug Administra¬ 
tion. 

ACTION: Final rule. 

SUMMARY This document confirms the 
effective date for the standard of identity 
for water ices and certain portions of the 
standards of identity for Ice cream, 
frozen custard, ice milk, and sherbet; 
stAys other portions of the ice cream, 
frozen custard, ice milk, and sherbet 
standards pending the receipt and re¬ 


view of information the Commissioner 
of Food and Drugs considers essential 
for him to make a final decision on the 
merits of granting requests for a hear¬ 
ing; and provides an opportunity for all 
interested parties to submit more defini¬ 
tive data and information on the issues 
to which certain objections have been 
raised. Following a review of this infor¬ 
mation the Commissioner will make a 
determination on whether to grant or 
deny the requested hearing. 

DATES: Except as to those portions that 
are stayed, compliance with the final 
regulations for frozen desserts published 
In the Federal Register of April 12. 1977 
(42 FR 19127) may have begun on June 
13. 1977, and all products initially intro¬ 
duced Into interstate commerce on or 
after July 1, 1979 shall fully comply. 
Data and Information must be received 
by September 6. 1977. 

ADDRESS: Written data and informa¬ 
tion to the Hearing Clerk (HFC-20), 
Food and Drug Administration. Rm. 4- 
65. 5600 Fishers Lane. Rockville. MD 
20857. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Eugene T. McGarrahan. Bureau of 

Foods (HFF-415), Food and Drug Ad¬ 
ministration, Department of Health. 

Education, and Welfare. 200 C St. SW., 

Washington. D C. 20204. 202-245-1155. 

SUPPLEMENTARY INFORMATION: 
The Commissioner of Food and Drugs is¬ 
sued final regulations in the Federal 
Register of Aoril 12. 1977 (42 FR 19127) 
revising the standards of Identity for ice 
cream and frozen custard, ice milk, sher¬ 
bet, and water ices to < 1) provide for full 
ingredient declaration. (2» relax recipe 
requirements to permit the use of safe 
and suitable ingredients that do not 
change the basic identity of the food or 
adversely affect its physical and nutri¬ 
tional characteristics, and (3) provide 
for replacing the milk solids nonfat mini¬ 
mum with a milk nrotetn minimum. The 
final regulations provided that anv per¬ 
son who would be adversely affected 
could, at anv time on or before May 12. 
1977. file written objections and request 
a hearing. 

Thirty-four responses were filed rela¬ 
tive to the subtect regulations. Six con¬ 
tained comments that were not in the 
form of oblections or requests for hear¬ 
ing. 14 contained oblections and no re- 
ouests for hearing, and the other 14 con¬ 
tained objections and reouests for hear¬ 
ing. One of the 34 responses contained 
all of the identified objections to the 
regulations that were submitted, as well 
as all of the requests for hearing. This 
single response was supported bv 30 in¬ 
terested parties. 7 of which also sub¬ 
mitted objections and 3 of which also 
submitted objections and requests for 
hearing. 

Pursuant to section 7<U<e> of the Fed¬ 
eral Food Drug, and CosmeUe Act <21 
USC 371(e)), the Commissioner has 
considered the objections and requests 
for hearing. His conclusions follow; 
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Objections and Requests for a Hearing 

I. ABSENCE OF AN ECONOMIC IMPACT 
STATEMENT IN THE FINAL REGULATION 

The assertion is made that the Com¬ 
missioner was required to prepare and 
submit an economic impact statement 
with the final regulations in accordance 
with Executive Order 11821. OMB Cir¬ 
cular No. A-107, and Executive Order 
11949. 

The Commissioner points out that the 
proposal to amend the frozen desserts 
regulations was published in the Federal 
Register of July 25, 1974 (39 FR 27144). 
It is the understanding of the Food and 
Drug Administration that Executive 
Order 11821 and OMB Circular A-107 
spoke exclusively to agency proposals 
published subsequent to the November 
27.1974 issuance date of Executive Order 
11821. Therefore, all proposals, as well 
as final regulations based on proposals, 
published before November 27. 1974, are 
exempt from economic impact evalua¬ 
tion. Executive Order 11949, which was 
published on December 31, 1976. dealt 
only with terminology, e g., inflation im¬ 
pact vs. economic impact. The Commis¬ 
sioner concludes that this objection does 
not raise an issue of fact that warrants 
a hearing. 

n ADVERSE ECONOMIC IMPACT DUE TO PO¬ 
TENTIAL SUPPLEMENTATION OF IMPORTED 
CASEIN AND CASEINATES FOR DOMESTIC 
NONFAT MILK SOLIDS 

This objection Is based on a potential 
increase in the use of imported casein 
and caseinates that would decrease the 
use of domestic nonfat milk solids as in¬ 
gredients in the fabrication of ice cream, 
frozen custard, ice milk, and sherbet 
thereby having an economic Impact on 
milk producers, consumers, and the Fed¬ 
eral Government. 

The Commissioner agrees that If, due 
to technological advances, certain com¬ 
ponents or combinations of components 
derived from the milk of cows were al¬ 
lowed to compete with historical ingredi¬ 
ents such as nonfat dry milk or con¬ 
densed skim milk, there would be an 
economic impact on the producers, sell¬ 
ers, and buyers of those ingredients. The 
Commissioner, however, does not believe 
that this Impact Is an Issue that can 
legally be considered in deciding upon 
the merits of a standard of identity. The 
Commissioner concludes that the ob¬ 
jection does not raise an issue of fact 
that warrants a hearing. 

III. THE CONCEPT OF "SAFE AND SUITABLE** 
1 DEFINED IN 21 CFR 190.3 (dll AS UTI¬ 
LIZED TO PROVIDE FOR THE USE OF OTHER 
MILK-DERIVED INGREDIENTS ALONE OR IN 
COMBINATION WITH NONFAT MILK SOLIDS 
IN ICE CREAM AND FROZEN CUSTARD 
i 135.110<a> (1) ICE MILK $ 139.20(a), 
AND SHERBET 8 139.140(a) (1) AND (2) 

The basis for this objection is that <a> 
the physical characteristics of ice cream, 
frozen custard, ice milk and sherbet will 
be adversely affected and <b) the nutri¬ 
tional profile of ice cream, frozen cus¬ 
tard. ice milk, and sherbet will be ad¬ 
versely affected. The objection states that 
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this would occur by substantially and 
significantly altering their compositional 
makeup by the use of "other milk- 
derived ingredients" not considered by 
the objector to be "suitable.** 

The Commissioner, having reviewed 
the data and information presented in 
support of this objection, as well as the 
data and information available to him 
which led to the publication of the final 
regulations, comments as follows: 

1. The amended regulations utilizing 
the "safe and suitable" concept would: 
<a> Remove the current restriction on 
the use of sweet cheese whey, (b) allow 
the use of acid cheese whey, <c) provide 
for the use of modified sweet and acid 
whey products such as concentrated 
whey proteins, delactosed whey, and de¬ 
mineralized whey. (d) remove the cur¬ 
rent restrictions on when casein and 
caseinates may be used, (e) provide for 
the use of coprecipitates of casein, lactal- 
bumlns. and lactoglobulins. (f * allow In¬ 
dividual components derived from milk, 
nonfat milk, sweet or acid cheese whey, 
and whey from the manufacture of case¬ 
in to be blended together as a substitute 
for nonfat milk solids from milk, non¬ 
fat milk or nonfat dry milk, and would 
allow the use of any form of butterfat 
or milk fat, including milk fat from whey 
cream extracted from cheese whey. 

2. The current regulations provide for 
the use of any form of (a) milk, nonfat 
milk, cream, butterfat, buttermilk (a by¬ 
product from manufacturing butter 
from cream), fb) partially delactosed 
nonfat milk (on ingredient obtained by 
altering the chemical composition of 
nonfat milk), concentrated or dried skim 
milk that has been modified by treat¬ 
ment with the chemicals sodium hydrox¬ 
ide and disodium phosphate, (c) con¬ 
centrated or dried cheese whey. <d> 
casein (a milk protein substance ob¬ 
tained from nonfat milk much in the 
same manner as certain cheeses are ob¬ 
tained from nonfat milk, but with most 
of the lactose (milk sugar) removed and 
some of the soluble proteins (coprecip¬ 
itates of whey) removed with the whey 
portion*, and (e) caseinates made by 
dissolving with sodium hydroxide (a pro¬ 
cedure stmilar to that used in chemically 
treating nonfat milk with sodium hy¬ 
droxide and dl&odlum phosphate to 
manufacture an ingredient mentioned in 
2<b) above*. 

3. The amended regulations do not set 
specific limits as to how or when nonfat 
milk solids and/or other milk-derived in¬ 
gredients can be used. The option as to 
which safe and suitable ingredients will 
be used and In what proportion is left up 
to the fabricator of the ice cream, frozen 
custard, ice milk or sherbet as long as 
the other minimum requirements of the 
applicable standards are met and the 
basic physical and nutritional character¬ 
istics are not changed 

4. The amended regulations also do 
not set specific limitations that would 
prevent all of the nonfat milk solids and/ 
or other milk-derived ingredients from 
being obtained from a single safe and 
suitable substance derived from milk, 
as long as the other minimum requ lre- 
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ments of the applicable regulations are 
met, 

5. The current regulations would allow 
the nonfat milk solids to be obtained 
from buttermilk, delactosed nonfat milk, 
or nonfat milk treated with sodium hy¬ 
droxide and disodlum phosphate as long 
as the other minimum requirements of 
the applicable standard were met. While 
these practices are not restricted under 
the regulations, they may not be feasible 
or practical. The resultant food might 
not have the physical and nutritional 
characteristics of the food defined by the 
applicable regulation and anticipated by 
the consumer. 

6. The current regulations set a maxi¬ 
mum use level for cheese whey at 25 per¬ 
cent of the nonfat milk solids of the food, 
and only provide for the use of casein 
and caseinates after the minimum re¬ 
quirements for milk solids have been 
met. These restrictions were primarily 
based on previous technological inabili¬ 
ties to (a) utilize more cheese whey, <b> 
produce modified whey products and (c) 
formulate blends of milk-derived ingre¬ 
dients utilizing casein or caseinates. 

7. Milk varies in composition and nu¬ 
tritional values. Therefore, depending 
on the attributes of the milk used, proc¬ 
esses used, capability of manufacturing 
procedures to produce a uniform product, 
temperature and duration of storage as 
well as other factors, ingredients ob¬ 
tained from milk also vary in composi¬ 
tion and nutritional value. These varia¬ 
tions in composition and nutritional 
values apply to those Ingredients pro¬ 
vided for in both the current and 
amended regulations. 

8. The physical and nutritional char¬ 
acteristics of ice cream, frozen custard, 
ice milk and sherbet vary depending on 
the ingredient or blend of ingredients 
used to fabricate a food meeting the 
minimum requirements of the applicable 
regulation. Tills would be so whether the 
minimum requirement of the current or 
the amended regulations were met. 

9. The physical characteristics of Ice 
cream, frozen custard, ice milk, and sher¬ 
bet include, but are not limited to. flavor, 
body, color, texture, appearance, freezing 
point, performance in the freezer, whip- 
abllity. melt-down characteristics, resist¬ 
ance to heat shock, and ability to retain 
physical characteristics during transpor¬ 
tation and storage. 

The Commissioner conclude* that in¬ 
sufficient data and Information have 
been made available to make a final de¬ 
cision on the merits of granting the re¬ 
quested hearing relative to this objection. 
Therefore, the Commissioner invites the 
submission of specific data and informa¬ 
tion about <a) the asserted effect on the 
physical and nutritional characteristics 
of ice cream, frozen custard, ice milk and 
sherbet that would result from the 
amended regulations. (b> parameters of 
the nutritional value variations of mllk- 
dertved Ingredients allowable under both 
the current and amended regulations for 
ice cream, frozen custard, ice milk and 
sherbet, (c) parameters of the nutri¬ 
tional value variations of ice cream, 
frozen custard, ice milk and sherbet 
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made in accordance with the minimum 
requirements of the current and 
amended applicable regulations, (d) the 
feasible, practical and most commonly 
acceptable combinations or blends of 
nonfat milk solids and/or other milk- 
derived ingredients that are or could be 
used to fabricate ice cream, frozen cus¬ 
tard. Ice milk and sherbet meeting the 
applicable regulation. <e) nutritional 
value data and information specifically 
for calcium, phosphorus, zinc, sodium, 
protein, vitamins B-. B-. A. thiamine, 
riboflavin, and pantothenic acid, and (f) 
any other pertinent data or information. 

Upon receipt and review of the data 
and Information presented, the Com¬ 
missioner will make a determination on 
whether to grant or deny the requested 
hearing. Until such a determination is 
announced, the applicable portions of 
the amended regulations for Ice cream, 
frozen custard, ice milk and sherbet are 
stayed. 

rv. tmt .ration or minimum mtlk pro- 
tun REQUIREMENT IN LIEU OF MINIMUM 
NONFAT MILK SOLIDS REQUIREMENT IN 
ICE CREAM AND FROZEN CUSTARD 5 135,110 
<a><2>, ICE MILK 5 135.120(A). AND 
SHERBET 5 130.140 

The basis for this objection is that by 
utilizing the minimum milk protein re¬ 
quirement, recognition and acceptance 
are given to Ingredients from the nonfat 
milk ingredient category as well as those 
from the other milk-derived Ingredient 
category as a means of meeting one of 
the minimum compositional reaulre- 
ments of the regulations. The minimum 
required level of protein quantity and 
quality established by the amended reg¬ 
ulations is also part of the basis for these 
specified objections. 

The Commissioner, having reviewed 
the data and Information presented in 
support of this objection, as well as the 
data and Information available to him 
which led to publication of the final reg¬ 
ulations. comments as follows: 

1. This objection is directly related to 
the objection discussed in m above. The 
use of the minimum milk protein level 
In lieu of the minimum nonfat mtlk sol¬ 
ids requirement was intended to provide 
an analytical means to enforce the non¬ 
fat milk solids and/or other milk-de¬ 
rived ingredients requirement of the 
amended regulations. 

2. The minimum milk protein quantity 
and quality requirements were estab¬ 
lished so as to be emial to the average 
minimum milk protein present when all 
of the other minimum requirements of 
the applicable regulations were met. 

3. For the reasoas elaborated in HI 
above, the milk protein content of indi¬ 
vidual ingredients u*ed to fabricate ice 
cream, frozen custard, ice milk and sher¬ 
bet vary Based on the blend of such in¬ 
gredients, the protein content of these 
fabricated foods will also vary. 

4. While there are di*cu**ion and con¬ 
troversy over the value of a protein ef¬ 
ficiency ratio (PER) a* a method of 
evaluating protein quality for humans, 
Its use here is one of a comparative na¬ 
ture Whatever the value of PER. its use 


is relative, e g.. FER of whole milk pro¬ 
tein < which is 108 percent that of casein) 
versus any blend of proteins from nonfat 
milk and other milk-derived ingredients 
(which must also equal 108 percent of 
that of casein). The Food and Drug Ad¬ 
ministration will give appropriate con¬ 
sideration to any formal proposals sug¬ 
gesting more meaningful methods and 
procedures to evaluate relative protein 
quality. 

The Commissioner concludes that in¬ 
sufficient data and information have 
been made available to make a final de¬ 
cision on the merits of granting the re¬ 
quested hearing relative to this objection. 
Therefore, the Commissioner requests, in 
addition to the data and information 
concerning milk protein content request¬ 
ed in III above. Information pertaining 
to the applicability of the minimum milk 
protein quantity and quality require¬ 
ments of the amended regulations. 

Upon receipt and review of the data 
and information presented, the Com¬ 
missioner will make a determination on 
whether to grant or deny the requested 
hearing. Until such a determination Is 
announced, the applicable portions of 
the amended regulations for ice cream, 
frozen custard, ice milk and sherbet are 
stayed. 

V. THE PROVISION TOR REDUCTION IN MILK 

FAT AND JFtLK PROTEIN WHEN BULKY FLA¬ 
VORS ARE ADDED TO ICE MILK 5 135 120(a) 

<t> 

The basis for this objection 1$ that the 
current regulations did not provide for 
a decrease in the milk solids content of 
ice milk when various amounts and kinds 
of bulky flavors are used to characterize 
ice milk. 

Fhe Commissioner, having reviewed 
‘.he data and information presented in 
support of this objection, as well as the 
data and information available to him 
which Jed to the publication of the sub¬ 
ject final regulation, comments as fol¬ 
lows : 

1. Except for the fact that the cur¬ 
rent regulations did not provide for a 
decrease in the milk solids content of ice 
milk when bulky flavors are added, no 
additional information was provided in 
opposition to providing such a decrease. 

2. The regulations provided for a de¬ 
crease in the milk solids content of ice 
milk when bulky flavors arc added to 
the food in order to eliminate a manu¬ 
facturing problem. Without this pro¬ 
vision, in the production of ice milk with 
bulky flavors (nuts, macaroons, candies, 
etc.), an ice milk manufacturer must (a) 
formulate and process a different batch 
of ice milk mix for each variation in kind 
and quantity of bulky flavor used, or <b) 
formulate and process an Ice milk mix 
high enough in milk solids so that in no 
case will the minimum milk solids re¬ 
quirement for the food not be met. 

3. The current regulations for ice 
cream provide for a decrease in milk 
solids content when bulky flavors are 
added to characterize the food, and the 
amended regulation would make the ice 
milk and the ice cream standards uni¬ 
form. 


The Commissioner concludes that in¬ 
sufficient data and information have been 
made available to make a final decision 
on the merits of granting the requested 
hearing relative to this objection There¬ 
fore. the Commissioner requests addi¬ 
tional data and information about <a> 
the changes in physical and nutritional 
characteristics in bulky flavored ice milk 
as a result of providing for a decrease in 
milk solids when bulky flavors are used 
and (b) why ice milk should not have 
the same provisions for bulky flavors as 
ice cream. 

Upon receipt and review of the data 
and information presented, the Com¬ 
missioner will make a determination on 
whether to grant or deny the requested 
hearing. Uhtil such a determination Is 
announced, the applicable portion of the 
amended regulation for ice milk is 
stayed. 

VI. THE PROVISIONS FOR THE DECLARATION 

OF OPTIONAL INGREDIENTS ON THE LABEL 

OF ICE CREAM AND FROZEN CUSTARD 

f 139.110<d>, ICE MILK f 135.) 20 (ft), AND 

SHKRBERT § 135.140(g) 

The basis for this objection is an as¬ 
sumption that Ingredients such as casein, 
caseinates, modified whey and “other 
milk-derived Ingredients" woultf not have 
to be declared in the ingredient state¬ 
ment. The submission also objects to the 
use of the word “optional 0 and states 
that the term “optional ingredients’* has 
not been specified in the paragraph. It 
also alleges an error In not including 
buttermilk in the ingredients allowed to 
be declared as “milk fat and nonfat 
milk.” 

The Commissioner, having reviewed 
the information submitted in support of 
this objection, as well as the information 
which led to the publication of the final 
regulations, points out: 

1. Section 135.110(d) in the standard 
for Ice cream and frozen custard and the 
comparable provisions in the standards 
for ice milk and sherbet state that all of 
the optional Ingredients used shall be 
declared as required by the applicable 
sections of 21 CFR Part 101. except that 
when one or more of the ingredients list¬ 
ed in f 101.4(b)(3) (skimmed milk, con¬ 
centrated skimmed milk, reconstituted 
skimmed milk and nonfat dried milk). 
5 101.4(b)(4) (milk, concentrated milk, 
reconstituted milk and dry whole milk). 
5 101.4(b)(8) (cream, reconstituted 
cream, dried cream and plastic cream) 
and 5 101.4(b)(9> (butteroll and anhy¬ 
drous butterfat) are used they may be 
declared either in descending order of 
predominance or by the use of the terms 
“milk fat and nonfat milk.'* 81nce all 
ingredients in these standards are op¬ 
tional. all ingredients must be declared as 
set forth above. This would require that 
casein, caseinates and other similar mllk- 
derlved ingredients be declared by their 
common or usual name since they would 
not be entitled to the alternative labeling 
set forth above. 

2. He does not consider liquid, concen¬ 
trated or dried buttermilk (byproducts 
from the manufacture of butter) to be 
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in the same Ingredient categories as 
those listed in 1101.4(b) <3>. (4). (8). 
and (9) and. therefore. Intentionally did 
not include them tn the ingredients en¬ 
titled to be declared as "milk fat and 
nonfat milk." 

The Commissioner, therefore, con¬ 
cludes that this objection was based on 
a misunderstanding of the regulations 
and does not raise an issue of fact that 
warrants a hearing. 

VU. THE USE or THE TERM “HONEST MILK- 

DERIVED solids" m LIEU or the term 

•'nonfat milk solids” and the use or 

THE TERM "MILg-DElirVED SOLIDS” AS AP¬ 
PLIED TO 9 135 . 140 (A) (E>. SHERBERT 

This objection is based on the use of 
nonfat milk solids and/or other milk- 
derived ingredients to be used to meet 
Lhe minimum nonfat milk-derived solids 
content of the amended regulation. 

The Commissioner, having reviewed 
the information presented in support of 
this objection, as well as the information 
which led to the publication of the final 
regulation, concludes that since (a) this 
objection Is integral to the objection con¬ 
tained in IU above, and (b) there is In¬ 
sufficient information available to make 
a Anal decision on the merits of granting 
the requested hearing in m above, the 
decision on the merits of granting a 
hearing relative to this objection will 
also be deferred until the data and in¬ 
formation related to in above have been 
received and reviewed. Until such deter¬ 
mination is announced, the applicable 
portions of the amended regulation for 
sherbet are stayed. 

Submission or Data and Information 

Any interested party wishing to submit 
data or information in response to this 
notice must do so by September 6. 1977. 
Such data or information shall be filed 
with the Hearing Clerk (HFC-20). Pood 
and Drug Administration. Rm. 4-65. 
5600 Fishers Lone. Rockville. Md. 20857. 
and identified with Do:ket No. 76P-0500. 
Received data and information may be 
seen in the above office between 9 am. 
and 4 pm. Monday through Friday. 

Provisions Stated 

Pursuant to 21 U.S.C. 871(e). the Com¬ 
missioner hereby announces that the fol¬ 
lowing provisions of the April 12. 1977 
final regulations for frozen desserts arc 
stayed by the objections filed, pending 
receipt and review of data and informa¬ 
tion the Commissioner deems essential to 
make a final decision on the merits of 
granting the requested bearing. 

For the convenience of the reader, 
those provisions of the regulations set 
forth below as being stayed are accom¬ 
panied by a listing of the provisions of 
the former regulations that will remain 
m effect pending Anal action on the ob¬ 
jections and requests for hearing: 

1. Section 135.ll0<a) (1) la stayed to 
the extent that it permits the use of safe 
iuid suitable milk-derived ingredients 
not specifically listed as permitted in 
former i 135.30 (c) and (e). 

Therefore, former fi 135.30 (o and <e> 
remains in effect. 
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2. Section 135.110(a)(2) is stayed to 
the extent that it establishes minimum 
milk protein requirements. 

Therefore, in former 9 135.30. the 
nonfat milk solids requirements of para¬ 
graph (a), the whey limitation require¬ 
ments of paragraph (c), and the casein¬ 
ate limitation requirements of para¬ 
graph <e> remain in effect. The provi¬ 
sions of former | 135.10 incorporating 
these requirements also remain In effect. 

3. Section 135.120<a) <2> is stayed in 
its entirety. 

Therefore, former 9 135 40 (a), (b). 
(c>. and <d> remains In effect. 

4. Section 135.140(a)(1) is stayed to 
the extent that it permits the use of safe 
and suitable milk derived ingredients 
not specifically listed as permitted in 
former 9 135.20 (c) and (e)(7) and for¬ 
mer 9 135.65 (c) and (e)(7). 

Therefore, former 9 135.20 <c> and (e> 
(7) and former 9 135 65 (c) and (e)(7) 
remain in effect. 

5. Section 135 140(a)(2) is stayed with 
respect to the provisions for “nonfat 
milk-derived solids” and “milk-derived 
solids." 

Therefore, former 9 135.20(a) and for¬ 
mer 9 135.65(a) remain in effect with 
respect to the provisions for “nonfat 
milk solid." 

Effective Date 

Therefore under the Federal Food. 
Drug, and Cosmetic Act (secs. 401. 701 
<e>, 52 Stat. 1046 as amended. 70 Stat. 
919 as amended (21 US C. 341. 371(e))) 
and under authority delegated to the 
Commissioner (21 CFR 5.1). notice is 
given that objections raising substantial 
issues of fact which might require a 
hearing under section 701(e) of the act 
were received. Accordingly, except as to 
those provisions listed above as stayed, 
the effective date of 19 135.3, 135.110. 
135.120. 135.140 and 135.160 as published 
in the Federal Register of April 12. 1977 
(42 FR 19127) is confirmed as follows: 
Compliance with these regulations, in¬ 
cluding any required labeling changes, 
may have begun on June 13, 1977. and 
all products Initially introduced into in¬ 
terstate commerce on or after July 1. 
1979 shall fully comply. 

(Secs. 401. 701(c), 52 Stat. 1046 as amended, 
70 Stat. 919 as amended (2) U3C 341, 
871(B)).) 

Dated: July 5. 1977. 

Joseph P. Hile. 

Associate Commissioner 
/or Compliance 

I FR Doc 77-19542 Filed 7-7-77,8:45 am) 


i Docket No. 7SN-0122| 

SUBCM AFTER D—DRUGS FOR HUMAN USE 
PART 310—NEW DRUGS 
SU8CHAPTER H—MEOiCAL OCVfCES 

PART 801—LABELING 

Intrauterme Contraceptive Devices; Profes¬ 
sional and Patient Labeling; Correction 

AGENCY: Food and Drug Administra¬ 
tion. 

ACTION: Final rule 


SUMMARY: This document corrects the 
section number of a final rule that was 
published in the Federal Register of 
Tuesday. May 10. 1977. 

EFFECTIVE DATE: July 8. 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

John Richards, Federal Register 
Writer (HFC-ll), Food and Drug Ad¬ 
ministration. Department of Health. 
Education, and Welfare, 5600 Fishers 
Lane. Rockville. Md. 20357, 301-443- 
2994. 

SUPPLEMENTARY INFORMATION: In 
FR Doc 77-13098 appearing at page 
23772 in the Federal Register of Tues¬ 
day. May 10, 1977. on page 23772. in the 
center column, the preamble is corrected 
in the last paragraph by changing In the 
fourth line “9 801.425 (21 CFR 801.425)" 
v/to read "5 801.427 (21 CFR 801 427)", In 
the top of the right column at the end * 
of the paragraph ”| 801.425” is changed 
to read ”9 801.427"; on page 23777 In the 
center column, in the second line of the 
second full paragraph "9 801.425" Is 
changed to read "| 801.427"; And on page 
23780 in the center column. 9 310.502 
Intrauterine devices for human use for 
the purpose of contraception is corrected 
in paragraph (c) by changing "9 801.425” 
to read "9 801.427," and amendment 2 
and the section heading are corrected to 
read as follows: 

2. In Part 801 by adding new 9 801.427 
to read as follows: 

S 801.127 Professional and patient la¬ 
beling for intrauterine rontrarrptUc 
device*. 

• • t 4 • 

Dated: July 1. 1977. 

William F. Randolph. 

Acting Associate Commissioner 
for Compliance 
[FB Doc. 77-19420 Piled 7 - 7 - 77 : 8:45 am| 


SUBCHAPTER E—ANIMAL DRUGS. FEEDS, ANO 
RELATEO PROOUCTS 

PART 555—CHLORAMPHENICOL DRUGS 
FOR ANIMAL USE 

Chloramphenicol Tablets 

Correction 

In FR Doc. 77-16472, appearing at 
page 29859 In the issue for Friday, June 
10. 1977. in 9 555 ilOa(c) (1X11). in the 
next to last line, the number now read¬ 
ing "No 017039” should have rqad "No. 
017030." 


| FAP M15086 T27; FRL 750-6| 

PART 561—TOLERANCES FOR PESTI¬ 
CIDES IN ANIMAL FEEOS ADMIN¬ 
ISTERED BY THE ENVIRONMENTAL 
PROTECTION AGENCY 

O-Ethyt S.S-Diphenyl Phosphorodrthioate 

AGENCY: Office of Pesticide Programs. 
Environmental Protection Agency 
<EPA>. 

ACTION: Final rule. 

SUMMARY: This rule renews a leed au¬ 
ditive regulation permitting the expert- 


FE0ERAI REGISTER, VOl 42, NO 431—HU DAY, JUtY 8. 1977 







35156 

mental use of the fungicide O-ethyl S,S- 
diphenyl phosphorodithioate in rice 
hulls. The renewal was requested by Mo- 
bay Chemical Corp. This rule will permit 
the marketing of rice hulls while further 
data is collected on the subject pesticide. 

EFFECTIVE DATE: Effective July 8. 
1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Mr. Donald Stubbs. Registration Divi¬ 
sion (WH-567), Office of Pesticide 

Programs. EPA. 401 M Street SW.. 

Washington. D.C. 20460. 202-755-4851. 

SUPPLEMENTARY INFORMATION: 
On May 24. 1976. the EPA announced 
<41 FR 21186* that In response to a food 
additive petition <FAP 5H5086* submit¬ 
ted by Chemagro Agricultural Diw. Mo- 
fcay Chemical Corp.. PO Box 4913 Kansas 
City MO 64120. 21 CFR 561.231 was being 
established to permit the use of the 
fungicide O-ethyl S^T-diphenyl phos¬ 
phorodithioate on growing rice with a 
tolerance of 0.3 part per million <ppm> 
for residues of the fungicide in rice hulls 
in accordance with an experimental use 
permit that was being issued concur¬ 
rently under the Federal Insecticide. 
Fungicide. and Roden ticide Act 
<FIFRA>, as amended <86 Stat. 973. 89 
Stat. 751: 7 U.8.C. 136(a) et seq.). This 
experimental program expired May 13. 
1977. 

Mobay Chemical Corp. has requested 
a one-year renewal of this temporary 
tolerance both to permit continued test¬ 
ing to obtain additional data and to per¬ 
mit the marketing of food commodities 
affected by the application of the fungi¬ 
cide to the growing raw agricultural 
commodity rice. 

The scientific data reported and other 
relevant material have been evaluated, 
and it has been determined that the 
pesticide may be safely used in accord¬ 
ance with the provisions of the experi¬ 
mental use permit which Is being Issued 
concurrently under FIFRA It has fur¬ 
ther been determined that since residues 
of the pesticide may result in rice hulls 
from the agricultural use provided for In 
the experimental use permit, the feed 
additive regulation should be renewed 
along with the tolerance limitation. <A 
related document concerning the renewal 
of a temporary tolerance for residues of 
the subject pesticide in or on rice grain 
appears elsewhere in today's Federal 

Re CIS TER.) 

Accordingly, a feed additive regulation 
is established as set forth below. 

Any person adversely affected by this 
regulation may, on or before August 8. 
1977. file written objections with the 
Hearing Clerk. EPA. Rm 1019. East 
Tower. 401 M St., SW. Washington. DC 
20460. Such objections should be sub¬ 
mitted In quintuplicate and specify the 
provisions of the regulation deemed to be 
objectionable and the grounds for the 
objections. IX a hearing is requested, the 
objections must state the issues for the 
hearing. A hearing will be granted if the 
objections are supported by the grounds 
legally sufficient to justify the relief 
sought 


RULES AND REGULATIONS 

Effective July 8. 1977. 21 CFR 581.231 
is amended as set forth below. 

Dated: June 29. 1977. 

Edwin L, Johnson. 
Deputy Assistant Administrator 
for Pesticide Programs . 

• Sec. 409(c)U) Federal Food. Drug, and 
Counetlc Act (21 US.C. 348(C)(1)).) 

8ectton 561.231 Is amended as follows: 

§ 561.231 [Amended] 

In i 561 231. the date at the end of the 
last line in paragraph (a) is changed 
from “May 13. 1977" to June 20. 1978. 

| FR Doc.77-19206 Filed 7-7-77.8 45 am| 


Title 22—Foreign Relations 

CHAPTER V—UNITED STATES INFORMA 
TION AGENCY. DEPARTMENT OF STATE 

PART 501—APPOINTMENT OF FOREIGN 
SERVICE INFORMATION OFFICERS 

Revisions Reflecting Current Procedures 

AGENCY: U.8. Information Agency. 
ACTION: Final rule. 

SUMMARY: These revisions reflect the 
changed eligibility requirements regard¬ 
ing minimum age. and the elimination 
of reference to citizenship of spouse in 
the examination and appointment of ap¬ 
plicants for employment In the Foreign 
Service. An administrative change in 
rules and settlement of a complaint ne¬ 
cessitated the revisions. These changes 
will eliminate requirements that are no 
longer considered necessary. 

EFFECTIVE DATES: December 6. 1976 
(age requirements). May 20. 1977 (citi¬ 
zenship requirements), as published in 
the Agency's Manual of Operation and 
Administration. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Mary Jane Winnett, Management Di¬ 
vision. Office of Administration and 
Management. U.S. Information 
Agency. Washington, DC. 20547 <202- 
724-9083). 

SUPPLEMENTARY INFORMATION 
The following revisions update Part 501 
of the Agency's regulations to reflect cur¬ 
rent procedures being followed by the 
Board of Examiners for the Foreign 
Service. 

1. In § 501.6. paragraph <b» is revised 
to read as follows: 

§ 501.6 Written examination. 


<b) Designation to take written exam¬ 
ination. No person will be permitted to 
take a written examination for appoint¬ 
ment as a Foreign Service officer or For¬ 
eign Service iaformatlon officer who has 
not been specifically designated by the 
Board of Examiners to take that partic¬ 
ular examination. Prior to each written 
examination, the Board will establish a 
closing date for the receipt of applica¬ 
tions for designation to take the exami¬ 
nation. No person will be designated for 
the examination who has not. as of that 
closing date, filed an application w1th the 


Board. To be designated for the written 
examination, a candidate, as of the date 
of the examination, must be a citizen of 
the United States and shall be at least 
21 years of age. 

2. In i 501 9. paragraph <a> is revised 
to read as follows: 

fi 501.9 Certification for appointment. 

(a) Eligibility. A candidate will not be 
certified as eligible for appointment as a 
Foreign Service information officer of 
class 8 unless the candidate is at least 
21 veors of age. and Is a citizen of the 
United States. A candidate may be cer¬ 
tified as eligible for direct appointment 
to class 7 If. In addition to meeting these 
specifications, the candidate also has 
additional qualifications of experience 
education, and age which the Board of 
Examiners for the Foreign Service cur¬ 
rently defines as demonstrating ability 
and special skills for which there is n 
need in the Foreign Service. Recom¬ 
mended candidates who meet these re¬ 
quirements will be certified for appoint¬ 
ment, In accordance with the needs of 
the Service, In order of their standing on 
their rejpectlve registers. 

• • • • • 

3. In $ 501.13, paragraph <c)«l> is re¬ 
vised as follows: 

§ 501.13 Lateral entry appointment of 
Foreign Service Information officer*. 
• • • • • 

<c> Eligibility requirements. —(1) Cff- 
izenshtp. I£ach person appointed as a 
Foreign Service Information officer must 
be a citizen of the United States. 

• • • • • 

4. In I 501.14, paragraph (a> <1> is re¬ 
vised to read as follows: 

§ 501.14 Reappointment of Foreign 
Service information officer*. 

<a> Requirements for reappointment 
1 1) On the date of application, each ap¬ 
plicant must be a citizen of the United 
States. 

• • • t • 

Effective date: These provisions and 
amendments were effective December 6 
1976. and May 20. 1977. as published in 
the Agency's Manual of Operations and 
Administration. 

John E. Reinhardt. 

Director. 

| FR Doc 77-19397 FUed 7-7-77:8*45 amf 


Title 24—Housing and Urban Development 

CHAPTER XX—OFFICE OF THE ASSISTANT 
SECRETARY FOR CONSUMER AFFAIRS 
AND REGULATORY FUNCTIONS. DE 
PARTMENT OF HOUSING AND URBAN 
DEVELOPMENT 

(Docket No R-77-3 901 

PART 3282—MOBILE HOME PROCEDURAL 
AND ENFORCEMENT REGULATIONS 

Certification Label—Elimination of 
Deadline for Use of Original Language 

AGENCY: Department of Housing and 

Urban Development. 

ACTION: Final rule. 
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SUMMARY This amendment eliminates 
the June 30. 1977. deadline for use of 
the original version of the mobile home 
certification label. That deadline was es¬ 
tablished at the time the original 
language of the label was changed. This 
amendment will permit the existing 
stock of labels to be exhausted. 

EFFECTIVE DATE: July 8.1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Russell H. Dawson. Director. Mobile 
Home Standards Division. Office of the 
Assistant Secretary lor Neighborhoods. 
Voluntary Associations and Consumer 
Protection. Department of Housing 
and Urban Development. Washington. 
DC.. 20410. Phone number 202-755- 
7970. 

SUPPLEMENTARY INFORMATION: 
If the June 30. 1977 deadline remained 
in effect, the excess labels would have 
to be destroyed at a cost of approxi¬ 
mately $30.905 00. This cost would be ab¬ 
sorbed by the Department and ultimately 
passed on to the industry or the tax¬ 
payer. The elimination of deadline will 
permit use of all of the original labels. 

The January 12. 1977 rule stated that 
all labels in the inventories of Produc¬ 
tion Inspection Primary Inspection 
Agencies iIPIAs). as of December 31, 
1978. shall be used up before labels with 
the new language may be used. This date 
;is being changed to March 15. 1977. This 
Is necessary because the December 31, 
1976 date was chosen on the basis of in¬ 
correct informa Uon. The Department 
believed that no labels containing the 
original language would enter IPIA in¬ 
ventories after December 31. 1976. How¬ 
ever. It now appears that some such 
labels, ordered before the January 12 
1 rule, may have entered IPIA inventories 
as late as March 15. 1977. Therefore, to 
assure that such labels need not be de¬ 
stroyed, and to avoid the cost of such 
destruction, the Department is changing 
the relevant date to March 15.1977. Once 
inventories held by IPIAs as of March 
15. 1977 are exhausted, only labels con¬ 
taining the new language shall be used. 

The Department believes that this 
I amendment will have no substantive im- 
[ pact. While It may result in some manu¬ 
facturers using the original label lan¬ 
guage longer than would be required 
; under the current rule, the Department 
stated in Enforcement Bulletin H-l-76. 
usued on June 21. 1976. at 41 F.R. 24973. 
; that the change in the language of the 
label would have no substantive Impact. 
Therefore, this deadline extension will 
; also haw no substantive impact. 

The Department has determined that 
t lt would be unnecessary to issue this 
amendment for public comment before 
Issuing it as a Anal rule. The basis for 
this determination is the fact, as stated 
above, that this amendment will have no 
substantive impact. 

A Finding of Inapplicability of Section 
102<2> (C) of the National Environmental 
Policy Act of 1969 has been made in ac¬ 
cordance with HUD Handbook 1390 1. It 


is available for public inspection in the 
office of the Rules Docket Clerk, Room 
5218. U.S. Department of Housing and 
Urban Development. 451 Seventh Street 
6W.. Washington. DO. 20410. during 
normal business hours. 

It is hereby certified that the eco¬ 
nomic and inflationary impacts of this 
amendment have been carefully evalu¬ 
ated In accordance with OMB Circular 
A-107. 

Accordingly. 24 CFR 3282 362(0 (2) (i) 
(C> Is amended to read as follows: 

§ 3282.362 Production Inspection Pri¬ 
mary Inspection Agencies (IPlA%). 


(€)••• 

< 2 ) • • • 

<!)••• 

<C> The label shall read as follows. 

A* evidenced by this label No ABC 000 001. 
the manufacturer certifies to the beet of the 
manufacturer's knowledge and belief that 
this mobile home has been Inspected tn ac¬ 
cordance with the requirements of the De¬ 
portment of Housing and Urban Dcvelop- 
.ivent and Is constructed tn conformance 
with the Federal Mobile Home Construction 
and Safety Standards In effect on the date of 
manufacture. See Data Plate. 


However, labels containing the lan¬ 
guage specified In 24 CFR 3282.362 as is¬ 
sued on May 13. 1976. at 41 FR 19869. 
shall be used until inventories held by 
IPIAs as of March 15. 1977, are ex¬ 
hausted. After such inventories are ex¬ 
hausted. only labels containing the lan¬ 
guage stated above shall be used. 

(Sec. 625. National Mobile Home Construc¬ 
tion and Safety Standards Act of 1974 (42 
U8.C. 5424); sec 7(d). Department of Hous¬ 
ing and Urban Development Act (42 US.C. 
3535(d).) 


Issued at Washington. D.C.. July 5. 
1977. 


Geno C. Baront. 

Assistant Secretary for Neigh- 
borhoods. Voluntary Associa¬ 
tions and Consumer Protec¬ 
tion. 


|PR Doc.77-19557 Filed 7-7-77:8:45 amj 


Title 32—National Defense 

CHAPTER I—OFFICE OF SECRETARY OF 
DEFENSE 

SUBCHAPTER P—RECORDS 

PART 290a—DEFENSE CONTRACT AUDIT 
AGENCY. PRIVACY ACT OF 1974 

Implementation; Correction 

AGENCY: Defense Contract Audit 
Agency, DOD. 

ACTION: Correction. 

SUMMARY: The Defense Contract 
Audit Agency corrects its Privacy Act 
regulations to reflect delegation to the 
Director. Defense Contract Audit 
Agency, authority to exempt from dis¬ 
closure certain information to the pub¬ 
lic. This provision was published in the 
final adoption of rules: however, through 
oversight, it was published in the pream¬ 


ble rather than as paragraph <d) of 
f 290a.9. Exemptions. 

EFFECTIVE DATE: September 27, 1975. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Sybil L, Taylor. Records Administra¬ 
tor. Room 4A320. Cameron Station. 
Alexandria, VA 22314. Telephone: 202- 
274-7285. 

SUPPLEMENTARY INFORMATION: 
On August 26. 1975. there was published 
in the Federal Register (40 FR 37504) 
a proposal to change 32 CFR Part 290 
by adding Part 290a to implement the 
provisions of the Privacy Act of 1974 
(Pub. L. 93-579. 5 U S.C. 552a) within 
the Defense Contract Audit Agency. The 
proposal delegated to the Director, De¬ 
fense Contract Audit Agency, the 
authority to exempt from disclosure cer¬ 
tain Information to the public. Interested 
parties were given the opportunity to 
submit comments. No unfavorable com¬ 
ments were received. 

On Friday. November 28.1975, FR Doc. 
75-32008. there was published In the Fed¬ 
eral Register (40 FR 55537) a Anal 
adoption of rules, effective September 27. 
1975. The preamble of the Anal adoption, 
rather than subparagraph (d) of 
I 290a.9. Exemptions, contained the De¬ 
fense Contract Audit Agency's imple¬ 
mentation of 5 USC 552a (j) a nd < fc). 

Accordingly, the text of 32 CFR Part 
290a is corrected by adding the follow¬ 
ing paragraph (d> after I 290a.9(c) (7): 

§ 290a.9 Firm|>lion*. 


(d> Section 5 U8C 552a (J) and (k) 
authorize an agency head to exemot cer¬ 
tain systems of records or parts of cer¬ 
tain systems of records from some of the 
requirements of the act All systems of 
records maintained bv the Defense Con¬ 
tract Audit Agency shall be exemot from 
the reouiremer.t* of 5 USC. 552a'd* 
pursuant to 5 USC 5S2a(k>(l> to the 
extent that the system contains any in¬ 
formation properly classiAed under 
Executive Order 11652. *'Class! Acatlon 
and DcclossiAcation of National Security^ 
Information and Material." dated March 
8. 1972 <37 FR 10053. May 19. 1972) and 
which is required by the Executive Order 
to be kept secret in the interest of na¬ 
tional defense or foreign policy. This 
exemption, which may be anplicable to 
parts of all systems of records, is neces¬ 
sary because certain record systems not 
otherwise speclAcally designated for ex¬ 
emptions may contain isolated informa¬ 
tion which has been properly classlAed 

Dated: June 24.1977. 

Frederick Neuman. 

• Director. 

Maurice W. Roche. 

Director. Correspondence and 
Directives. Office of the As¬ 
sistant Secretary of Defense 
(Comptroller >. 

July 5. 1977. 

[FR Doc .77-19482 Filed 7-7-77;8 45 am I 
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Title 39—Postal Service 
CHAPTER I—U S. POSTAL SERVICE 

PART 601—PROCUREMENT OF 
PROPERTY AND SERVICES 

Addition of New Section to Postal 
Contracting Manual 

AGENCY: Postal Service. 

ACTION: Final rule. 

SUMMARY: A recent amendment to the 
Postal Contracting Manual (Transmittal 
Letter 24) added, among other things, a 
new section 26 dealing with transporta¬ 
tion and traffic management policies and 
procedures in the procurement of sup¬ 
plies and services. This makes necessary 
the following revision of 39 CFR 601.103. 
which lists and describes each section of 
the Manual. 

EFFECTIVE DATE: July 8.1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

William J. Jones (202-245-4603). 

Accordingly, 39 CFR is amended as 
follows: 

In ( 601.103 paragraphs it), <u>. (v>, 
and <w> are redesignated <u>. (v>. <w). 
and <x) respectively: new paragraph (t) 
is added and redesignated paragraph (v) 
is revised to read as follows: 

§ 601.103 Content of Po«l«l Contracting 
Manna). 

• • • • • 

<t> Section 26 prescribes policies and 
procedures for the application of trans¬ 
portation and trafflc management con¬ 
siderations In procurement of supplies 
and services. 

• * • • • 

(v) Sections 4. 13. 17. 21. 23. and 25 
are reserved for future use. 

(5 U 8.C 552(a) <39 US C. 401).) 

W. Allen Sanders. 
Assistant General Counsel . 

Legislative Division. 

|FR Doc 77-19464 Filed 7-7-77.8:46 ami 


PART 601— PROCUREMENT OF 
PROPERTY AND SERVICES 

Miscellaneous Amendments to Postal 
Contracting Manual 

AGENCY: Postal Service. 

ACTION: Final rule. 

SUMMARY: The Postal Service hereby 
announces revisions of the Postal Con¬ 
tracting Manual The revisions add a 
new section dealing with transportation 
and trafflc management policies and pro¬ 
cedures In the procurement of supplies 
and services. The new section, which 
adopts policies similar to those found 
In the Armed Services Procurement Reg¬ 
ulations, treats in depth matters not 
previously fully covered in the Manual 
Three other parts of the Manual are also 
revised to be consistent with the pro¬ 
visions of the added section. 

EFFECTIVE DATE: July 8.1977. 


FOR FURTHER INFORMATION CON¬ 
TACT: 

William J. Jones (202-245-4603). 

SUPPLEMENTARY INFORMATION: 
The Postal Contracting Manual, which 
has been incorporated by reference in 
the Federal Register (see 39 CFR 601.- 
100), has been amended by the issu¬ 
ance of Transmittal Letter 24, dated 
June 10.1977. 

In accordance with 39 CFR 601 105 
notice of these changes is hereby pub¬ 
lished in the Federal Register as an 
amendment to that section and the text 
of the changes is filed with the Direc¬ 
tor. Office of the Federal Register. Sub¬ 
scribers to the basic Manual will receive 
these amendments from the Government 
Printing Office. (For other availability of 
the Postal Contracting Manual, see 39 
CFR 601.104.) 

Description of these amendments to 
the Postal Contracting Manual follows: 

Section 1—General Provisions 

1. Paragraph 1-102 has been revised 
to clarify the provisions concerning ap¬ 
plicability of the Manual. 

Section 2— Purchase By Formal 
Advertising 

2. Paragraph 2-203.3 has been revised 
to update the provisions on the place and 
method of delivery of supplies, and to aid 
a cross-reference to new section 26. 

Section 7— Contract Clauses 

3. Paragraph 7-203.28 has been added 
to set forth a new required clause. Com¬ 
mercial Bill of Lading Notation, for coel 
reimbursement type contracts. The pur¬ 
pose of this clause Is to insure that the 
Postal Service receives the benefit of any 
existing special freight rates for trans¬ 
portation of supplies. 

Section 26— Transportation of Sup¬ 
plies and Equipment 

4. Section 26 has been added to pre¬ 
scribe policies and procedures for the ap¬ 
plication of transportation and trafflc 
management considerations in the pro¬ 
curement of supplies and equipment. 

In consideration of the foregoing. 39 
CFR 601.105 is amended by adding the 
following to ( 601.105: 

g 601.105 Amendment lo the Postal 

Contracting Manual. 


• • 

• 

• • 

.4r*ira«fmcuf* to postal contracting manual 

Transmit to) 
letter 

Dated 

Fmitn 

publirtlkMi 

• • 

24. 

June lq 1977 

• • 

42 FH JS15H 

<5 U SC. 552(a) 

(39 USC. 401 

. 404, 410. 411. 


2006 ).) 

W. Allen Sanders. 
Assistant General Counsel , 
Legislative Division. 

| FR Doc.77-l»466 Filed 7-7-77:8:45 am | 


Title 40—-Protection of Environment 

CHAPTER I—ENVIRONMENTAL 
PROTECTION AGENCY 
SUBCHAPTER E—PESTICIDE PROGRAMS 

|FRL 759-2; OPP-3000UA| 

PART 180—TOLERANCES AND EXEMP- 
TIONS FROM TOLERANCES FOR PESTI¬ 
CIDE CHEMICALS IN OR ON RAW AGRI 
CULTURAL COMMODITIES 

Certain Inert Ingredients in Pesticide 
Formulations 

AGENCY: Office of Pesticide Programs. I 
Environmental Protection Agency < EPA). I 

ACTION: Final rule. 

SUMMARY: This rule establishes ex- j 
emptions from the requirement of a tol¬ 
erance for certain inert ingredients used 
in pesticide formulations. The exemp¬ 
tions were requested by six firms. This I 
rule will permit the use of these inert in- I 
gredients in pesticide formulations ap- I 
plied to growing crops or raw agricultural I 
commodities after harvest. 

EFFECTIVE DATE: July 8, 1977. 

FOR FURTHER INFORMATION CON- I 
TACT: 

Mr. David L. Ritter, Registration Divi- I 
sion (WM-567), Office of Pesticide 
Programs, EPA, 401 M Street SW 1 
Washington. D C. (202-426-2680). 

SUPPLEMENTARY INFORMATION 
On March 14, 1977. the EPA published 
a notice of proposed rulemaking in the 
Federal Register (42 FR 13842) to 
amend 40 CFR 180.1001 by exempting 
certain pesticide chemicals which are ad¬ 
ditional inert (or occasionally active 
ingredients in pesticide formulation 
from tolerance requirements under pro¬ 
visions of 8ection 408(e) of the Federal 
Food. Drug, and Cosmetic Act. Tat* I 
comments were received in response to I 
this notice. One comment pointed out a I 
typographical error in connection with I 
polyoxyethylated primary amine. (Thr 1 
range given was Cu-Cw instead of Cu- 
C,»>. 

A second comment stated that 1,2- 
benzisothiazolln-3-one is very closely re¬ 
lated to saccharin, a suspected careinc 
gen. and that approval should be held 
up pending further information from the 
manufacturer. Based on these comment-*, 
the typographical error is corrected, and 
1.2-benzlsothiazolin is deleted from the 
list of inert ingredients. No requests for 
referral to an advisory committee were 
received by the Agency with regard to 
this notice. It has been concluded tha 
the amendment will protect the publ. 
health and. therefore, that the amend¬ 
ment to the regulations should be adopt¬ 
ed with the recommended changes. 

Any person adversely affected by th:s 
regulation may. on or before August 8, 
1977. file written objections with the 
Hearing Clerk, EPA, Room 1019. East 
Tower. 401 M Street SW.. Washington. 
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DC- 20460. Such objections should be 
.submitted in quintuplicate and should 
specify both the provisions of the regula¬ 
tion deemed to be objectionable and the 
grounds for the objections. If a hearing 
is requested, the objections must state the 
issues for the hearing. A hearing will be 
granted if the objections are supported 
by grounds legally sufficient to Justify the 
relief sought. 


SUBCHAPTER N—EFFLUFNT LIMITATIONS ANO 
GUIDANCE 

|FRL 768-31 

PART 419—PETROLEUM REFINING POINT 
SOURCE CATEGORY PRETREATMENT 
STANDARDS FOR EXISTING SOURCES 

Interim Final Rule; Extension of Comment 
Period 

AGENCY; Environmental Protection 
Agency. 

ACTION: Interim final rule. 

SUMMARY: This action extends the 
deadline for the receipt of comments on 
the Interim Anal rulemaking establish¬ 
ing pretreatment standards for existing 
sources for the petroleum refining point 
source category (42 PR 15684. March 23, 
1977). The deadline is moved to August 
16. 1977. 

EFFECTIVE DATE: This extension be¬ 
comes effective July 8.1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 


Effective on July 8.1977, Part 180. Sub¬ 
part D, 5 180.1001 is amended as set forth 
below. 

(Sec. 406(e). Federal Food. Drug and Coe- 
metic Act tai USC. 348a(e)).) 

Dated: June 30. 1977. 

Edwin L. Johnson, 
Deputy Assistant Administrator 
for Pesticide Programs. 


Harold B. Coughlin. Effluent Guide¬ 
lines Division (WH-553), Environ¬ 
mental Protection Agency. 401 M 
Street SW.. Washington. D.C., 20460 
<202-426-2560). 

SUPPLEMENTARY INFORMATION: 
On March 23, 1977. the Agency published 
a notice of interim final rulemaking es¬ 
tablishing pretreatment standards for 
the petroleum refining point source cate¬ 
gory <42 FR 15684, March 23. 1977). This 
notice stated that the Development Doc¬ 
ument and Economic Impact Analysis 
were available to the public and provided 
for a 60 day comment period. Delays in 
completing these documents for public 
release require that additional time be 
allowed for public review. Therefore the 
comment period is being extended to 
August 15,1977. 

Dated: June30.1977. 

Thomas C. Jo:ujng, 
.Assistant Administrator for 
Water and Hazardous Materials. 
|FR Doc 77-19372 Filed 7-7-77:8:46 *m| 


Title 49—Transportation 

CHAPTER II—FEDERAL RAILROAD AD¬ 
MINISTRATION, DEPARTMENT OF 
TRANSPORTATION 

[Docket No. 78-011 

PART 25S—REGULATIONS GOVERNING 
SECTION 505 OF THE RAILROAD RE¬ 
VITALIZATION ANO REGULATORY RE¬ 
FORM ACT OF 1976. AS AMENDED 

Final Standards for Evaluation and Other 
Miscellaneous Amendments 

Corrccffon 

In FR Doc. 77-15923 appearing at page 
28976 in the issue for Monday. June 6. 
1977, on page 28985, third column, in the 
first line, of 9 258.27(b) (1) (vl) the 
phrase “Are located in a corridor’* should 
read “Are not located in a corridor”. 


CHAPTER X—INTERSTATE COMMERCE 
COMMISSION 

SUBCHAPTCR A—GENERAL RULES AND 
REGULATIONS 

| Ex Parte No. 2411 

PART 1033—CAR SERVICE 

Investigation of Adequacy of Railroad 
Freight Car Ownership. Car Utilization, 
Distribution, Rules and Practices 

June 28. 1977. 

AGENCY: Interstate Commerce Com¬ 
mission. 

ACTION: Car service rule. 

SUMMARY: This car service rule denies 
the petition of Construction Aggregate 
Rail Shippers Conference, Inc., to modify 
car service rules previously prescribed in 
this proceeding and to revise the en¬ 
dorsed adequacy of car ownership for¬ 
mula. 

EFFECTIVE DATE: August 4, 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Mrs Janice M. Rosenak. Deputy Direc¬ 
tor. Section of Rates. Office of Proceed¬ 
ings. Interstate Commerce Commis¬ 
sion. Washington. D.C. 20423. 202-275- 
7693. 

SUPPLEMENTARY INFORMATION: 
Petitioner’s proposal was designed to 
place the burden of car ownership and 
supply on the originating class I railroad: 
to expedite movement of freight cars 
back to the owning carrier s lines, and 
to give the freight car owner more con¬ 
trol over the use of Its cars by other 
railroads. The petition was denied on the 
grounds that petitioner had failed to pro¬ 
vide a convincing argument for abandon¬ 
ing the present adequacy of freight car 
ownership formula which is based on the 
principal that freight car ownership is a 
joint duty of all carriers participating 
in interline movements, and that the re¬ 
strictions on use permitted by the pro¬ 
posed car service rules could encourage 
empty mileage and result in less efficient 
utilization of the national fleet. 


Part 180. Subpart D. 9 180.1001 is amended by (1) revising the entry “Poly- 
oxyethylated primary (Cr-C> • • • in paragraph (d) by amending the limits and 
(2) alphabetically inserting new items in paragraphs (c> and (d). to read as 
follows: 

§ 180.1001 Exemption* from the requirement of a tolernnee. 


<C> 


Inert Ingredient 


limits 


Um 


Monoaramouium phosphate..^- l So more than 1.73 pet by weight Posthwwt fumigation In formulation 

In formulation. with aluminum phosphide. 


Sodium alpha-olefin sulfonate (sodium 
<Cu-Cu) oleAn sulfonate). 


Surfactant*, related adjuvant* of but 
fort out*. 


(d) 


Inert ingredients 


Dm! tv 


AlphWkyt (Cir^ii>-ome|a-hydroiypolr(oiyrthyi#ne) ,... 

poly(«sympylooa) copolymer; polyioxyethvieae) con¬ 
trol ts ll-li mole*; poly (oxypropy lens) con tml ti 1-3 


Surfactants, related ad' 
Jurnnta of surfactants. 

_i u-13 moir*: noiyioiyuronYienr* cotumu is i-a 

mole*. 

• •••••• 

(PhOudoeyaiiluatoCM) copper; (C.l. pigment blue No. IS). When used a* a colonmt Coloring agent, pigment. 

In tow-demlty plastic 
film*. 


Potyoxyetb vlated primary amine <C >r Cu). the fatty amine Applied prior to Ranting 

t» derived from an animal sour** and contains 3 pet of any crop, or a* direct* 

water, Um poJy loiyethylene) content arerages 20 mole* ed spray around the 


Surfactant. 


hose of any crop. 


[FR Doc.77-19373 Filed 7-7-77:8:45 am| 
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This document (order) also stated that 
no further action was contemplated with 
respect to the show cause order 346 I.C.C. 
497. That order required the carriers to 
show cause why they should not be re¬ 
quired to purchase specified amounts of 
equipment. The Commission Indicated 
that a number of Us proceedings designed 
to encourage voluntary acquisition of 
freight cars has made the directive ap¬ 
proach envisioned in the show cause 
order inappropriate and unnecessary. 

The order also discontinued this pro¬ 
ceeding. The proceeding had been held 
open by the report 335 I.C.C. 264, in 
order that weaknesses in the prescribed 
car service rules and the car ownership 
formula might be exposed and corrected. 
The Commission reasoned that the rules 
and formula had been In effect sufficient 
time to discover and correct such flaws 
as the proceeding had been held open 
to expose. The parties were informed that 
the closing of the proceeding would not 
affect the previously prescribed car serv¬ 
ice rules presently in effect or the fleet 
adequacy reporting requirements Im¬ 
posed at 335 I.C.C. 309. 

H. G. Homme, Jr., 
Acting Secretary. 

[FR Doc .77-19424 Hied 7-7-77;8:45 Am] 


l Ex Porte No. MC-95] 

PART 1063—REGULATIONS GOVERNING 
THE ADEQUACY OF INTERCITY MOTOR 
COMMON CARRIER PASSENGER SERV- 
ICE 

Interstate Transportation of Passengers by 
Motor Common Carriers; Adequacy of 
Service, Equipment, and Facilities; Cor¬ 
rection 

AGENCY: Interstate Commerce Com¬ 
mission. 

ACTION: Correction of final rule. 

SUMMARY: By notice published in the 
Fldeilal Register (42 FR 29309-29311 
<1977) ), the Interstate Commerce Com¬ 
mission announced that it had adopted 
certain regulations designed to Improve 
the adequacy of service provided by in¬ 
tercity motor common carriers of pas¬ 
sengers. The purpose of this document 
is to notify interested persons that para¬ 
graph (f)(1) of i 1063.4, appearing at 42 
FR 29310 contains an inadvertent error, 
namely.such forms shall be con¬ 

sidered the same as a claim in accord¬ 
ance with the provisions of 49 CFR 1005 
in the event the baggage is rot recovered 
within ten days after filing/* The ten day 
period specified In the above-quoted 
phrase should have read “lfi day period” 
so that, as corrected, paragraph (f)(1) 
reads as set forth below. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Mr. Michael Erenberg. Assistant Dep¬ 
uty Director, Section of Operating 
Rights, Interstate Commerce Commit- ' 
slon, 12th and Constitution Avenue 
NW., Washington. DC. 20423 (202- 

275-7292). 


SUPPLEMENTARY INFORMATION: 
Section 1063.4(f) (1) is corrected to read 
as follows: 

§ 1063.4 Baggage *crvice. 

• • • • • 

(f)(1) Checked baggage which can¬ 
not be located within one hour after the 
arrival of the bus upon which it is sup¬ 
posed to be transported shall be desig¬ 
nated as lost baggage. The passenger 
shall be notified by the carrier at that 
time and appropriate tracing forms shall 
be furnished to the passenger for com¬ 
pletion and filing with the carrier or its 
agent. Such forms shall be considered 
the same as a claim in accordance with 
the provisions of 49 CFR Part 1005 in 
the event the baggage is not recovered 
within 15 days after filing. 


H. G. Homme, Jr., 
Acting Secretary . 
|FR Doe.77-19423 Filed 7-7-77:8:45 am] 


Title 50—Wildlife and Fisheries 

CHAPTER VI—FISHERY CONSERVATION 
AND MANAGEMENT. NATIONAL OCE¬ 
ANIC AND ATMOSPHERIC ADMINISTRA¬ 
TION, DEPARTMENT OF COMMERCE 

PART 661—SALMON FISHERY 

Amendment to Emergency Regulations 
Repromulgated 

AOENCY: National Oceanic and Atmos¬ 
pheric Administration <NOAA>, Com¬ 
merce, 

ACTION: Amendment to Emergency 
Regulations Repromulgated. 

8UMMARY: This rule extends the 
amendments (42 FR 26580) published on 
May 24, 1977 to the emergency regula¬ 
tions of the commercial and recreational 
salmon fisheries off the coasts of Wash¬ 
ington, Oregon, and California for an 
additional 16 days from July 9 to July 24. 
1977 inclusive. This extension Is consist¬ 
ent with the termination date of the ini¬ 
tial emergency regulations published in 
the Federal Register on April 26. 1977 
and repromulgated for an additional 45 
days until July 24.1977. 

EFFECTIVE DATE: 0001 hours July 9. 
1977. 

FOR FURTHER INFORMATION CON¬ 
TACT. 

Mr. Donald R. Johnson. Northwest Re¬ 
gional Director. National Marine Fish¬ 
eries Services, Seattle, Washington 
98109. 206-442-7575. 

SUPPLEMENTARY INFORMATION: 
On May 24. 1977. the Director, National 
Marine Fisheries Service published 
amendments to emergency regulations in 
the Federal Register (42 FR 26580) that 
provided for changes in the minimum 
length of Chinook salmon from 26 to 28 
inches, changes in the opening and clos¬ 
ing dates in Management Areas A 
through E. and recognized the rights of 
the Makah Indian Tribe. These amend¬ 
ments to the emergency regulations are 
to terminate on July 8. 1977. The initial 


emergency regulations will terminate on 
July 24. 1977. 

Therefore, the amendments to the 
emergency regulations adopted on May 
24, 1977 are continued in effect for 16 
days from 0001 hours. July 9. 1977 to 
2400 hours July 24. 1977 inclusive unless 
sooner amended or terminated by appro¬ 
priate public notice. 

Dated this 5th day of July 1977. at 
Washington. D C. 

Winfred H. Meibohm. 

Associate Director, 
National Marine Fisheries Service. 
|FR Doc.77-19527 Filed 7-7-77;8:45 am) 

Title 10—Energy 

CHAPTER I—NUCLEAR REGULATORY 
COMMISSION 

PART 70—SPECIAL NUCLEAR MATERIAL 
Export Requirement Exemption 

AGENCY: U.8. Nuclear Regulatory 

Commission (NEC). 

ACTION: Final Rule. 

SUMMARY: As a result of a request 
from the National Aeronautics and 
Space Administration to export special 
nuclear material to the Soviet Union for 
use in a joint space experiment, and in 
order to facilitate U.S. participation in 
international programs pursuant to 
Intergovernmental cooperative agree¬ 
ments, NRC is amending Its regulations 
to exempt UB, Government agencies 
from the requirements for an export li¬ 
cense for small quantities of special nu¬ 
clear material intended for use in U.S. 
Government sponsored or cooperative 
activities in foreign countries. 

EFFECTIVE DATE: July 8, 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Mr. R. Neal Moore, Office of Interna¬ 
tional Programs, U.S. Nuclear Regula¬ 
tory Commission, Washington. DC 
20555. Telephone: (301) 492-7984. 

SUPPLEMENTA RY INFORMATION: 
Section 57d. of the Atomic Energy Act, 
42 U-S.C. 2092, authorises the Commis¬ 
sion to "exempt certain classes or quan¬ 
tities of special nuclear material or kinds 
of uses or users from the requirements 
for a license • • • when it makes a find¬ 
ing that the exemption • • • would not 
be inimical to the common defense and 
security and would not constitute an un¬ 
reasonable risk to the health and safety 
of the public." To date the Commission 
has not exercised tills authority. 

Recently, the Commission has received 
a request from the National Aeronautics 
and Space Administration to export to 
the USSR 0.65 gram of high-enriched 
uranium ‘special nuclear material) for 
use In a Joint US/USSR space experi¬ 
ment to take place soon pursuant to the 
US/USSR Space Cooperation Agree¬ 
ments of 1972 and 1977. Under present 
regulations, the Commission is preclude: 
from issuing an export license for this 
material because there Is no agreement 
for cooperation with the USSR pursuant 


FEDERAL REGISTER, VOL 42, NO. 131—FRIDAY, JULY 8, 1977 






to section 123 of the Atomic Energy Act. 
Recently, another export by Energy Re¬ 
search Development Administration to 
the USSR of 2.0 milligrams of pluto¬ 
nium-244, for a scientific experiment 
with U.S scientists participating, has 
been withheld in the absence of an 
agreement for cooperation. 

Therefore, the Commission having 
found that the exemption will not be 
inimical to the common defense and 
security and would not constitute an un¬ 
reasonable risk to the health and safety 
of the public, has decided to exercise the 
authority granted under sections 53. 54. 
and 57d. of the Act to facilitate United 
States participation in international 
programs pursuant to intergovernmental 
cooperative agreements. 

In view of the urgency of the export 
proposed and the insignificant amounts 
of the material involved, and the inter¬ 
governmental cooperative agreement un¬ 
der which this experiment and others 
would take place, the Commission has 
found that the customary 30-day notice 
of proposed rulemaking, and public pro¬ 
cedures thereon, are impracticable and 
unnecessary and good cause exists why 
this regulation should be made effective 
upon publication In the Federal Register. 

Accordingly, pursuant to the Atomic 
Energy Act of 1954. as amended, and the 
Energv Reorganization Act of 1974. as 
amended, and Sections 552 and 553 of 
Title 5 of the United States Code, the fol¬ 
lowing amendment to Title 10 v Chapter 1. 
Code of Federal Regulations. Part 70 is 
published as a document subject to codi¬ 
fication and effective July 8.1977. 

A new $ 70.15 Is added to read as fol¬ 
lows: 

§ 70.15 Intergovernmental cooperative 

activities. 

Any U.8. Government agency is ex¬ 
empt from the regulations in this part 
and from the requirements for a license 
set forth in section 53 of the Atomic 
Energy Act to the extent that such agen¬ 
cy exports up to three (3) grams of any 
type of special nuclear material to be 
used for or in support of activities au¬ 
thorized by intergovernmental coopera¬ 
tive agreements between the U.8. and a 
foreign nation, group of nations, or in¬ 
ternational organization, and such agen¬ 
cy is required to notify the Nuclear Regu¬ 
latory Commission of the destination and 
purpose of the export. 

(Seca. S3, 181. Pub. L 83-703. 68 Stat. 030. 
os Amended. 948. os amended (42 US.C. 2073. 
2201 ); Sec 67d , Pub. I*. 03-377. 88 Stat. 
475 <42 US.C 2077); Sec. 201. Pub. L. 93-438. 
88 Stat 1243 (42 U.SC. 5841).) 

Dated at Washington. D.C.. this 1st 
day of July 1977. 

For the US. Nuclear Regulatory Com¬ 
mission 

Samuel J. Chilk, 
Secretary for the Commission. 

| PR Doc.77 19828 PUed 7-7~T7;8:45 ami 
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CHAPTER II—FEDERAL ENERGY 
ADMINISTRATION 

PART 211—MANDATORY PETROLEUM 
ALLOCATION REGULATIONS 

PART 212—MANDATORY PETROLEUM 
PRICE REGULATIONS 

Treatment of Separate Reservoirs as 
Stripper Well Properties 

AGENCY: Federal Energy Administra¬ 
tion. 

ACTION: Ruling. 

SUMMARY: The appended Ruling is is¬ 
sued by the Federal Energy Administra¬ 
tion (“FEA"> Office of General Counsel 
pursuant to 10 CFR 205.150 to set forth 
FEA's determination as to certain Issues 
that have arisen with respect to the 
proper treatment of separate reservoirs 
as stripper well properties after Septem¬ 
ber 1. 1976. A written comment on or ob¬ 
jection to the appended Ruling may be 
filed at any time with the FEA Office of 
General Counsel pursuant toJLhe provi¬ 
sions of 10 CFR 205.153. 

DATES: Not applicable. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Rendel B. Alldredge (Office of Regula¬ 
tory Programs). 2000 M Street. NW.. 
Room 6212 E. Washington. D.C. 20461. 
(202) 254-7886. 

Dennis M. Moore < Office of Oeneral 
Counsel). 12th and Pennsylvania Ave¬ 
nue. NW, Room 7132. Washington. 
DC. 20461, (202> 566-2085. 

Issued in Washington. D.C.. June 30. 
1977. 

Eric J. Frci, 

Acting Oeneral Counsel . 

Federal Energy Administration. 

Federal Exncr Administration 
| Ruling 1077-71 

1, 1»7« TUATMIXT OF 

SEPARATE RESERVOIRS AS STRIPPER WILL 
PROPERTIES 

Back ground 

Effective September 1. 1976, the Federal 
Energy Administration (“FKA") am ended 
the definition of “property” In 10 CFR 212.72 
so that a producer may. but la not required 
to. treat as separate properties each separate 
and distinct producing reservoir subject to 
a mingle right to produce crude oU. provided 
that the reservoir Is not In communication 
with any other reservoir subject to the same 
right to produce: And provided. That the 
reservoir is recognized as such by the ap¬ 
propriate governmental regulatory authority, 
and where production has been consistently 
and historically reported as such. The 
amended definition of property was intended 
to provide more realistic Incentives under the 
two tier price system over the longer term 
of price controls on domestic crude oU. (See 
41 FR 38172, August 26, 1078.) (Prior to 
September I. 1978. a producer could treat 
separate reservoirs as eeperatc properties 
only where there were “separate and distinct 
rights to produce crude oil from each re¬ 
servoir “ (“PEA Ruling 1075-16“, 40 FR 
40832. September 4. 1075.)) 
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Subsequent to Issuance of the amended 
definition of property. PEA received com¬ 
ments addressed to certain Issues raised by 
the amendment (as well as other Issues not 
relevant to this Ruling), which were resolved 
in “FEA Ruling 1077-2“ (42 FR 4409. January 
25. 1077) In “Ruling 1077-2“ FEA deter¬ 
mined that, with respect to a particular 
“right to produce crude oll“, once a producer 
has exercised the option to treat each gov- 
ernmentally-recognlzed separate reservoir as 
a separate property, a reservoir-property cre¬ 
ated by the exercise of that option may not 
qualify as a stripper well property until It 
has sustained production level* of 10 barrels 
or less per well per day for a consecutive 12- 
month period, “commencing after the reser¬ 
voir has been designated as a separate prop. 
erty“ FEA also determined In “Ruling 1977- 
2” that, subject to certain exceptions not • 
relevant In the context of this Ruling, once 
a producer has elected to designate a single 
right to produce crude oil as two or more 
separate reservoir-propertlsa. the producer 
may not redesignate any two or more of 
those separate reservoirs as a single property 

This Ruling is addressed only to those 
cases in which, subsequent to September 1. 
1076, but prior to February I, 1077. produc¬ 
ers elected to designate single properties as 
two or mere separate reservoir-properties 
and mistakenly began to treat one or more 
of the separate reservoirs as suipper well 
properties before such time as the reservoir- 
properties had established production rates 
of 10 barrels or leas per well per day for a 
consecutive 12-month period commencing 
after the election to treat such reservoir* as 
separate properties. 

Discussion 

Since the Issuance of “Ruling 1077-2.“ FEA 
has learned that, with respect to certain 
properties, some producers elected to desig¬ 
nate a single right to produce crude oil as 
two or more separate reservoir-properties 
under the m Li taken assumption that the 
September 1 amendment to the definition of 
property permitted immediate classification 
of one or more of those separate reservoirs 
as stripper well properties. While some of 
these producers desire to continue to treat 
such reservoirs as separate properties because 
of the additional incentives that arise under 
the September 1. 1076 amendment to the 
definition of property, other producer! may 
not wish to continue such separate property 
treatment, because by treating the right to 
produce crude oil encompassing several res¬ 
ervoirs as a single property, these latter 
producers would be permitted to produce and 
sell greater quantities of new crude oU. 

However, because of the restrictions con¬ 
tained In “Ruling 1077-2“ which generally 
prohibit the redesignation of any two or more 
•eparate reservoirs as a single PEA property, 
and due to the general two month prohibi¬ 
tion In 10 CFR 212.72 against the certification 
of volumes of crude oil as new crude oil. 
some producers In both categories may now 
be in a 1 ess advantageous position than would 
otherwise have been permitted under the 
price regulations Accordingly. FEA will per¬ 
mit. to the extent possible as more fully 
discussed below, such producers to be placed 
in the same position that would have been 
permitted under the price regulations had 
they not erroneously treated such separate 
reservoirs as stripper well properties In no 
Instance, however, all1 a producer be per¬ 
mitted to retain revenues obtained as a result 
of improper treatment of such a reservoir as 
a stripper well property 
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FEA is aware of the following situations 
In which a producer might have been placed 
in a disadvantageous position under the price 
regulations because of hU mistaken assump¬ 
tion that the September 1. 197® amendment 
to the definition of property permitted the 
Immediate treatment of separate reservoirs 
as stripper well properties It Is to these situ¬ 
ations only that this Ruling Is addressed. 

EXAuru; t 

Facta. Producer X elected to treat a single 
property as three separate properties effective 
October 1. 1970. baaed upon the recognition 
by the appropriate governmental regulatory 
authority of three separate reservoirs under¬ 
lying the property. However. Producer X's 
decision to treat the separate reservoirs as 
separate properties was based solely upon the 
mistaken assumption that Reservoir A could 
ba classified a* s stripper well property effec¬ 
tive October 1, 1970 Producer X would not 
otherwise have elected to treat the single 
property as three separate properties, because 
to do so would have resulted In lower volumes 
of new crude oil produced and sold from the 
three reservoir properties than would have 
been produced and sold had Producer X con¬ 
tinued to treat the three reservoirs as a single 
FEA property. For the months of October 
1970 through January 1977. Producer X cer¬ 
tified all the crude oil produced and sold 
from Reservoir A as stripper well crude oil 
and charged prices in excess of the upper tier 
celling price. 

With the Issuance of "Ruling 1977-3." Pro¬ 
ducer X learned that the certification of 
crude oil as stripper well crude oil from 
Reservoir A i» Improper until such time as 
the reservoir has sustained an average dally 
rate of production of 10 barrels or le*s per 
well per day for a consecutive 13-month pe¬ 
riod commencing on or after October 1, 1970. 

/■sues. (1) Must Producer X refund any 
revenues obtained as a result of having certi¬ 
fied the production and sale of crude oil from 
Reservoir A as crude oil produced and sold 
from a stripper well property? 

13) Notwithstanding the provisions of 
'•Ruling 1977-3." may Producer X redesig¬ 
nate the separate reservoirs hack os the single 
property that existed prior to October 1, 
1976? 

|3) Notwithstanding the provisions of 10 
CFR 312 72. may Producer X recertify as 
"new crude oil" those volumes of crude oil 
that would have been produced and told 
from the entire property during the period 
October 1. 1970. through January 31. 1977. 
but which were not certified as new crude 
oil because such volumes were mistakenly 
certified as stripper well crude oil? 

Ruling (1) Yes FEA made It clear In "Rul¬ 
ing 1977-2" that a reservoir-property may 
not qualify as a stripper well property until 
It has sustained a production rate of 10 bar¬ 
rels or lean per well per day for a consecu¬ 
tive 12-month period commencing gfter the 
reservoir has been designated as a separate 
property. As FEA Indicated In the October 
29. 1970. Notice adopting the stripper well 
property exemption, this Is consistent with 
the Congressional intent "to prolong the 
production of crude oil from properties that 
prodxxced 10 barrel* per well per day or less, 
and not to generate development of new 
stripper well properties." < Emphasis added. 
41 PR at 48321 ) 

Accordingly, any revenues obtained by Pro¬ 
ducer X as a result of erroneously charac¬ 
terizing Reservoir A as a stripper well prop¬ 
erty. were In excess of the celling prices de¬ 
termined under Subpart D and must be re¬ 
funded. 

12) Yes "Ruling 1977-2" does provide 
that. 

|o)nce a producer has elected to treat sepa¬ 
rate reservoirs subject to a tingle right to 
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produce os separate properties, such a deci¬ 
sion shall be effective from that time for¬ 
ward with respect to all of the separate and 
distinct producing reservoirs subject to the 
same right to produce • • •. 

Moreover the decision to segregate all of 
the producing reservoirs subject to the same 
right to produce, is on® that, once made for 
a particular property. Is not subject to modi¬ 
fication throughout the duration of price 
controls applicable to the first sale of do¬ 
mestic crude oil. 

However. FEA recognizes that, with respect 
to certain properties, some producers elected 
during the period from September 1. 1976. 
through January 31, 1977, to segregate res¬ 
ervoirs subject to the same right to produce 
in reliance upon the mistaken belief that 
the provisions of the September 1, 1976, 
amendment to the definition of property 
permitted the Immediate treatment of such 
reservoirs as stripper well properties. FEA 
also recognizes that In many cases such elec¬ 
tions would not have been exercised had the 
producer known that none of such reser¬ 
voirs could qualify as a stripper well prop¬ 
erty until at least 12 consecutive months 
had elapsed Under these circumstances, FEA 
has determined that to apply the redesIgna- 
Uon proscription of "Ruling 1977-2" so as to 
prohibit producers from redesignating such 
reservoirs as the single property that existed 
prior to the exercise of the option to segre¬ 
gate separate reservoirs would constitute a 
grass inequity and may in many cases result 
in serious hardship 

Accordingly, where s producer, during the 
period September I, 1970, through January 
31, 1977. elected to treat separate reservoirs 
subject to a single right to produce crude 
oil as separate properties baaed solely upon 
the assumption that one or more of such 
reservoirs was entitled to Immediate treat¬ 
ment as a stripper well property, the pro¬ 
ducer may promptly redesignate such sepa¬ 
rate reservoirs as the single property that 
existed prior to the election to segregate. 

(3) Yes. 1212 72 provides that new crude 
oil volumes shall not Include: 

any number of barrels not certified as new 
ervide oil pursuant to the provisions of 
1212 131(a)(2) within the consecutive two- 
month period immediately succeeding the 
month In which the crude oil Is produced 
and sold, except where such recertification la 
explicitly required or permitted by FKA order, 
interpretation, or rultng . (Emphasis added ) 
With respect to Producer X. the failure to 
certify what would otherwise have properly 
qualified as new crude oil volumes produced 
and sold from the entire property is the re¬ 
sult only of Producer X’s having mtstakenly 
treated those volumes as stripper well crude 
oil. and certified them as such, based upon 
his mistaken assumption that exempt treat¬ 
ment was immediately permitted under the 
September 1. 1976. amendment to the defini¬ 
tion of property. Under these circumstances, 
FEA haa concluded that It la permissible for 
Producer X to compute, for the months of 
October IP70 through January 1977. the 
volumes of new crude oil that would have 
been produced and sold each month had 
the producer continued to treat the particu¬ 
lar right to produce crude oil as the single 
property that existed prior to October 1,1970. 
Producer X may now certify such volumes, 
for the months October 1970 through Janu¬ 
ary 1977. as new crude oil. The net result Is 
that, for any such volumes that had been cer¬ 
tified as stripper well crude oil. Producer 
X Is required to refund to the purchaser 
only the difference between the exempt price 
paid for those barrels of crude oil and the 
upper tier celling price applicable to those 
barrels of crude oil in those months, with¬ 
out the payment of any penalty on that dif¬ 


ference. If during that period Producer X had 
certified as stripper well crude oil a greater 
number of barrels than would have qualified 
as new crude oil. Producer X Is required to 
refund to the purchaser the difference be¬ 
tween the exempt price paid for those barrels 
of crude oil and the lower tier celling price 
applicable to those barrels of crude oil for 
the months October 1976 through January 
1977. without the payment of any penalty 
on that difference. 

FEA has also determined that such re¬ 
certification may be necessary and will be 
permitted by FEA m the manner described 
above, where a producer wishes to continue 
separate property treatment for each indi¬ 
vidual reservoir based upon the additional 
benefits that accrue under the two tier price 
system. In other worde, for some properties 
a producer may not wish to redesignate the 
separate reservoirs as the single property 
that existed before the election to segregate 
separate reservoirs, because the aggregate 
volumes of new crude oil produced and sold 
would be greater If each separate reservoir 
underlying the property were treated as n 
separate property than If the entire right to 
produce crude oil were treated as a single 
property. However, such as producer may 
have failed to certify acme of thoae crude oil 
volumes as new crude oil during the period 
September 1. 1970 through January 31. 1977 
because they were mistakenly certified an 
■tripper well crude oil. In this situation FEA 
will also permit any volumes that would 
otherwise have qualified as new crude oil 
during that period to be recertified as ivw 
crude oil produced and sold from the sepa¬ 
rate reservoir during that period For any 
crude oil volumes mistakenly certified dur 
lng that period as stripper well crude oil 
refunds will be required, subject to the off¬ 
set provisions discussed above. 

Ex am rue n 

Facta. Producer Y elected to treat a slm?Im¬ 
properly as three separate properties effer 
tive October 1, 1070. cither because to do sc 
afforded additional incentives under the two 
tier price system or because the election 
was based upon Producer Y’a mistaken be¬ 
lief that one or more of the resulting reset 
voir-properties was entitled immediately to 
treatment as a ■tripper well property. In re¬ 
liance upon the mistaken belief that Rtnmr- 
votr A was qualified immediately as a strip¬ 
per well property, and that Producer Y w» v 
;ed to charge exempt prices lor crud^ 
oil produced and sold from Reservoir A. Pro 
ducer Y invested additional funds designed 
to Increase production from that reservoir 

/»»ue May Producer Y continue to treat 
Reservoir A os a stripper well property? 

Ruling. No. As indicated above, a reser¬ 
voir-property may not qualify as a stripper 
well property until such time as It has sus¬ 
tained levels of production of 10 barrels or 
leas per well per day for a consecutive 12- 
month period commencing after the election 
to treat the reservoir as a single propert 
Accordingly. FEA will not. as a general max 
ter, permit the treatment of such reservoirs 
as stripper well properties. However, as in 
Example I above. Producer Y may now cer¬ 
tify as new crude oil any volumes produce I 
and sold during the period October 1. 1970. 
through January 31. 1977, which would hs’**’ 
qualified as new crude oil but which were 
mistakenly certified during that period a* 
stripper well crude oil. Also, as In Example 
I above, any exempt prices received for such 
volumes must be refunded, without penalty, 
to the purchasers of ouch crude oil. 

To the extent that producers. In reliance 
upon the mistaken belief that one or mere 
reservolr-pTopertles could qualify Immedi¬ 
ately os a stripper well property, undertow 
additional Investments for the Implements* 
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tion of project* deigned to inert*** produc¬ 
tion from *ny such rwertolr, and where such 
investments were b*sed upon the mistaken 
assumption that crude oil produced and sold 
from such a reservoir could be sold at prices 
above the upper tier ceiling price, and where 
producers have Invested Additional funds 
which cannot adequately be recovered, even 
by the recertification permitted by this Rul¬ 
ing. FEA will consider relief, on a case-by¬ 
case basis through the PEA Office of Excep¬ 
tions and Appeals, on grounds of gross In¬ 
equity or serlotla hardship. 

RriNSTmmoH or Surrura/PuacHAsm 
RELATIONSHIP* 

Tn situations similar to one of the examples 
above, a producer may have erroneously cer¬ 
tified production from one or more reservoir- 
properties ms stripper well crude oil and. on 
that basts, terminated a supplier/purchaser 
relationship with the original purchaser 
under 10 CPR 211.63(d) (1) (11) or (ill). Such 
a termination would be Improper If baaed 
solely on what the producer believed to be 
the status of the reservoir as a stripper well 
property. Accordingly, unless the termina¬ 
tion was otherwise permitted by the provi¬ 
sions of 121103(d). the obligation Imposed 
on the supplier by Its suppller/purchaser re¬ 
lationship under 1211.63 would require 
prompt resumption of the supply relation¬ 
ship with the original purchaser 

Issued in Washington. D C.. June 30. 
1977. 

Eric J. Fygi, 

Acting General Counsel. 
Federal Energy Administration. 

|FR Doc.77-19398 Filed 7-7-77;8:45 am) 


PART 460—GRANTS FOR OFFICES OF 
CONSUMER SERVICES 

Establishment of Guidelines 

AGENCY: Federal Energy Administra¬ 
tion. 

ACTION: Final rule. 

SUMMARY: The Federal Energy Ad¬ 
ministration hereby establishes guide¬ 
lines for a program of discretionary 
grants for the establishment or operation 
of State offices of consumer services to 
assist the representation of consumer in¬ 
terests before electric utility regulatory 
commissions. Any State, the District of 
Columbia, any territory or possession of 
tiie United States and the Tennessee 
Valley Authority are eligible to apply for 
a grant under this program. Grants will 
be awarded on a competitive basis to a 
limited number of States. 

DATES: The effective date is July 3. 
1977. A State must submit an application 
to FEA on or before August 26. 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Ms. Nancy Tate Gavin. Office of Con¬ 
servation. Room 6451. Federal Energy 
Administration. Washington. DC. 
20461. 202-254-9700. 

SUPPLEMENTARY INFORMATION: 

A. Introduction. 

B. Element* of the Program. 

1. Award of Funds. 

2 Statutory Requirement*. 

3. Eligible Consumer Group*. 

4. Allowable Expenditures 
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3. Minimum Program Requirement* 

C. Application 

D. Selection of Grantees 

E Termination of Grant*. 

A. INTRODUCTION 

With the issuance of this final rule, the 
Federal Energy Administration <FEA) 
amends Chapter II of Title 10. Code of 
Federal Regulations, to establish Part 
460 which provides for a program of 
grants for offices of consumer services, 
pursuant to Section 205 (42 U.S.C. 6807) 
of the Energy Conservation and Produc¬ 
tion Act <Act), Pub. L. 94-385. 90 8tat. 
1125 et seq., 42 U.S.C. 6801 et seq. 

The purpose of this program is to es¬ 
tablish or operate a State office of con¬ 
sumer services (Office) to support con¬ 
sumer representation in proceedings be¬ 
fore an electric utility regulatory com¬ 
mission (commission). A consumer, for 
the purpose of the guidelines, is any per¬ 
son who buys electricity for purposes 
other than resale. Congress has appro¬ 
priated 82 million for this program in the 
current fiscal year. For this reason. FEA 
can only fund programs in a limited 
number of States If each grantee Is to 
have a reasonable likelihood of providing 
effective assistance for consumers. 

On May 16. 1977. FEA published an 
advance notice of program guidelines 
(advance notice). 42 FR 24768. which 
described the grant program for State 
Offices being doe loped by FEA and so¬ 
licited comments from Interested persons. 
FEA received and considered thirty-nine 
substantive comments, most of which 
endorsed the basic concepts and goals 
of the program These comments are 
summarized and discussed below. 

Pursuant to Section 553(a)(2) of the 
Administrative Procedure Act. 5 U.8.C. 
553. exempting grant programs from the 
requirement of publishing a proposed 
rule, FEA Is publishing this final rule 
because it considers that consumer in¬ 
terests will best be served by making 
program funds available as soon as 
practicable. 

In developing and implementing this 
program, FEA considered, among other 
resources, the following materials: law 
review articles and reports including 
“Report to the Nuclear Regulatory Com¬ 
mission: Policy Issues Raised by Inter- 
venor Requests for Financial Assistance 
in NRC Proceedings/* prepared by Boas- 
berg. Hewes. Klores and Kass (“The 
Boasbcrg Report**) 1976: Federal 
Regulation and Regulatory Reform. 
Report by the Subcommittee on 
Oversight and Investigations of the 
Committee on Interstate and Foreign 
Commerce (“Subcommittee Report**) 
(1976); Crampton, “The Why. Where 
and How of Broadened Public 
Participation in the Administrative Proc¬ 
ess/* 60 Geo. L J. 525 <1972>; Oelhom, 
“Public Participation in Administrative 
Proceedings/* 81 Yale LJ. 359 (1972); 
Bloch and Stein. “The Public Counsel 
Concept in Practice: The Rail Reorga¬ 
nization Act of 1973 “ 16 William and 
Mary L. Rev. 215 (1975); Note. “Federal 
Agency Assistance of Impecunious In- 


35163 

tervenors," 88 Harv. L. Rev. 1815 (1975); 
Murphy and Hoffman. “Current Models 
for Improving Public Representation in 
the Administrative Process/’ 28 Ad. L. 
Rev. 391 (1976); Lenny. “The Ca<* for 
Funding Citizen Participation in the Ad¬ 
ministrative Process,'* id, at 483; Paglin 
and Shor. “Public Interest Represen¬ 
tation/* 37 Pub. Ad Rev 140 (1977); 
proposed legislation and Federal agency 
regulations providing for payment of at¬ 
torneys* fees and other assistance to par¬ 
ticipants in agency proceedings; and the 
standards applied by FEA and other 
Federal agencies to determine whether 
they could properly reimburse interven- 
ors in agency proceedings In the absence 
of a statutory directive to the agency 
concerned to make financial assistance 
available for this purpose. 

B. Elements of the Program 

The program is a discretionary grant 
program whereby grants will be awarded 
to a State which has been selected by 
FEA on a competitive basis. No State 
shall receive a grant in excess of 9200,600. 

1. Award o/ Funds.—In Section 
460.15, the guidelines prescribe criteria 
FEA will use to evaluate an application 
submitted by a State. Two categories of 
criteria will be evaluated, the quality and 
feasibility of a State's proposed Office and 
a State's need for an Office. The advance 
notice described a rating system with a 
total of 100 points under which a State 
could receive up to 55 points for quality 
and feasibility and 45 points for need. 

FEA received a number of comments 
on this evaluation procedure. Two com¬ 
ments objected to the rating system on 
the ground that a State’s need should be 
the primary factor in evaluating an ap¬ 
plication. Two others maintained that 
funding should be allocated only to 
States whose applications clearly demon¬ 
strated that a proposed Office would ef¬ 
fectively advocate rate reform, with need 
relegated to a secondary role. Four com¬ 
ments found the proposed criteria satis¬ 
factory. 

TTie guidelines reflect FEA’s considera¬ 
tion of these comments and provide that, 
in evaluating an application, feasibility 
and need will be given equal weight 

The advance notice stated that no 
grant would be awarded in excess of 
$250,000. Thirteen comments addressed 
the appropriateness of this ceiling. Six 
approved of the ceiling; five suggested 
that it be lowered in order to Increase the 
number of States able to participate in 
the program: one foimd the ceiling much 
too low; and one recommended against 
imposing a ceiling. The guidelines reflect 
FEA’s attempt to strike a balance be¬ 
tween these com Deling views by lowering 
the grant award celling to $200,000. 

2. Statutory Requirements .—Pursuant 
to Section 205 of the Act, the guidelines, 
in Section 460 12(a). require that an Of¬ 
fice be empowered to carry out three 
functions and be operated independently 
of a commission. In its application, as 
prescribed by » 460.1Kb>(2>. a State 
must provide a legal opinion describ¬ 
ing the manner tn which it meets. 
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or will in a timely manner satisfy, these 
requirements. Within six months of the 
date of grant award, an Office must be 
empowered and authorized under local 
law—(A) to make general factual assess¬ 
ments of the impact of proposed elec¬ 
tric utility rate changes and other pro¬ 
posed regulatory actions upon consum¬ 
ers; <B) to provide technical or financial 
assistance to eligible consumer groups in 
the presentation of their positions in a 
commission proceeding: and (C) to advo¬ 
cate on its own behalf a position which 
it determines represents the position 
mast advantageous to consumers, taking 
into account developments in electric 
utility rate design reform. 

The advance notice provided that an 
Office must be authorized by State law 
to unertake these three functions. One 
comment expressed concern that the pro¬ 
posed language implied that a State 
legislature had to adopt enabling legisla¬ 
tion to emtx>wer an Office to carry out 
these functions. 

To clarify this point, the guidelines 
provide that an Office must be em¬ 
powered and authorized to perform the 
three functions under local law, which is 
broadly defined as the laws in force and 
effect in a State and includes the stat¬ 
utes, rules and regulations, judicial de¬ 
cisions. administrative findings and de¬ 
terminations and executive orders and 
proclamations, as enforced by the State 
and its Judicial system. This provision 
negates any implication that FEA re¬ 
quires specific legislative or executive act 
to establish an Office. 

In addition, an application must dem¬ 
onstrate that the proposed Office is In¬ 
dependent of any commission within the 
State by showing that no commission has 
direct control over the Office’s budget or 
its disbursement of funds: that no com¬ 
mission has authority over the Offices 
personnel; and that no employees of the 
proposed Office perform any services for, 
report to, or In any way act on behalf of. 
a commission. 

Eight comments responded to the pro¬ 
posed criteria for determining whether 
an Office is independent. Four endorsed 
them: two advocated even more stringent 
guarantees of independence; while an¬ 
other. finding the criteria unduly restric¬ 
tive, suggested that on Office that could 
not meet the test should nonetheless be 
permitted to demonstrate its actual in¬ 
dependence. Another comment proposed 
that a State should be required to submit 
sworn affidavits of the chief executive 
officer of a commission and the head of 
on Office attesting to the latter’s in¬ 
dependence. 

FEA considers that the requirements 
described in the advance notice are both 
necessary and sufficient to establish an 
Office’s independence, and accordingly, 
no substantive changes have been made 
in the guidelines. 

The advance notice stated that FEA 
would permit an Office to engage ex¬ 
clusively in activities relating to assist¬ 
ing consumer groups in the presentation 
of their positions in a commission pro¬ 
ceeding. Nine comments objected to the 
emphasis placed on the consumer as¬ 
sistance function on the ground that the 
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two other functions are also Important 
FEA has been persuaded by these com¬ 
ments. and Section 460.12(c) requires an 
Office to undertake activities cither to 
assist consumer groups or to advocate, on 
its own behalf, a position it determines 
represents the position most advan¬ 
tageous to consumers. Accordingly, an 
Office must perform at least one of 
these two functions but may. if it chooses, 
perform any combination of the three 
functions it is empowered to carry out. 

3. Eligible Consumer Groups .—The 
definition provided in the advance notice 
of "eligible consumer” elicited twenty- 
three comments. The majority of com¬ 
ments concluded that the proposed de¬ 
finition was unnecessarily restrictive. On 
the other hand, four comments expressed 
the opinion that the definition should be 
narrowed to exclude all but residential 
consumers. The guidelines express FEA’s 
conclusion that a State should have con¬ 
siderable flexibility in determining which 
consumer groups are most in need of 
representation. Accordingly, the final 
definition does not restrict eligibility to 
a specific consumer class or group. At the 
same time. FEA believes that an Office 
should represent residential consumers 
and the guidelines in 1 460.12(a)(2)(A) 
and (C) so provide 

The advance notice restricted eligibil¬ 
ity for assistance to a group which rep¬ 
resents an interest, the representation of 
which is necessary to contribute to a fair 
determination of the proceeding taken as 
a whole. This "necessity test" was a re¬ 
statement of standards developed by 
Federal agencies to decide claims for 
reimbursement by intervenors in agency 
proceedings in the absence of a statu¬ 
tory directive authorizing broad con¬ 
sumer participation. Under the necessity 
test, a Federal agency has Implied au¬ 
thority to allow reimbursement to a con¬ 
sumer group as a necessary ancillary 
function of carrying out a regulatory 
program. The necessity test appears un¬ 
duly restrictive in light of Section 205's 
statutory directive to encourage consum¬ 
er participation. 

For this reason. 1 460 14 provides 
more flexible standards. FEA has decided 
to use a "fairness test.” This test requires 
that a consumer group represent a con¬ 
sumer interest, the representation of 
which would substantially contribute to 
a full and fair determination of the issues 
to be considered in the proceeding. FEA 
considers that the fairness test is more 
likely to result In a broad spectrum of 
view's being incorporated in a commis¬ 
sion’s decisionmaking process Thus, the 
fairness test increases the likelihood that 
consumer participation will provide a 
commission with access to the informa¬ 
tion It needs to identify and evaluate 
accurately and Impartially the costs and 
benefits that alternative resolutions of a 
given issue entail. 

The advance notice required a con¬ 
sumer group to demonstrate that, but 
for the assistance to be provided, it 
lacked sufficient resources to participate 
effectively In the proceeding. Upon re¬ 
consideration. FEA finds this “but for” 
test too restrictive. The guidelines pro¬ 


vide that a consumer group must show 
that it does not have reasonably avail¬ 
able and cannot reasonably obtain suffi¬ 
cient resources to particioate effectively 
in a proceeding. The distinction is that 
the "but for” test required a consumer 
group to be virtually without resources, 
with the result that only the "poorest of 
the poor” could be certain of qualifying 
The guidelines now permit a consumer 
group to obtain assistance if needed re¬ 
sources are not reasonably available 
Thus, If a consumer group could raise 
funds to participate in a proceeding by 
drastically reducing its staff or their sal¬ 
aries. it would fail the "but for” test 
However, where an Office concludes that 
such a solution is unreasonable, funding 
could be provided under ft 460.14. 

The "reasonably obtainable” test is 
designed to prevent an Office from con¬ 
cluding. for example, that a group of 
consumers who own or have equity in 
their homes arc ineligible for assistance 
on the theory that the consumers could 
obtain the necessary resources to fund 
their participation by selling or taking 
out additional mortgages on their houses 
Accordingly, a further purpose served bv 
the reasonably obtainable test is to en¬ 
sure that nn ad hoc group does not have 
to carry a heavier burden of proving 
financial need than incorporated organi¬ 
zations where the assets of members are 
screened by the corporate veil An Office 
Is thus precluded from looking behind a 
consumer group to inquire into the 
wealth of its individual members regard¬ 
less of whether the group is incorporated 
or an ad hoc association. 

The guidelines in ft 460.i4(b> (2) estab¬ 
lish an alternative test of need employ¬ 
ing a class action standard. Under thi* 
class action test, a consumer group mu* 
be eligible for funding if an office ftnd^ 
on the one hand, that the economic in¬ 
terest of both the consumer group and 
any consumer Is small in relation to th< 
costs of effective participation in a pro¬ 
ceeding; and. on the other hand, that 
the costs of the consumer group’s effer- 
tive participation are small in relation to 
the social, economic or environments 
consequences for consumers of the out¬ 
come of the proceeding. In thL* situation 
the interest, though substantial, will re¬ 
main unrepresented because no individ¬ 
ual or group has a sufficiently strem: 
financial Incentive to Intervene. 

The class action test does not take fi¬ 
nancial need Into consideration. A con¬ 
sumer group may qualify for financial 
or technical assistance Irrespective of 
the extent of its financial resource 
Where the cumulative consequences of 
^the outcome for consumers are excep¬ 
tionally important, the consumer inter¬ 
est should be protected regardless of abil¬ 
ity to pay. 

The utility of the class action test can 
be illustrated as follows: a small initial 
outlay (in this case reimbursement of an 
intervenor’s out-of-pocket expenses) is 
clearly Justified If it can be expected to 
yield a substantial return (either by 
achieving or foreclosing certain eco¬ 
nomic. social or environmental conse¬ 
quences) and if that outlay is also a 
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necessary element of the Lntervenor's 
decision to participate. 

An example in which the class action 
concept may be appropriate is the case 
where a utility company requires a $10 
deposit from new consumers as a condi¬ 
tion of commencing service. The deposit 
will be refunded when service is discon¬ 
tinued, provided that a consumer has 
paid his bill. If the average period of 
service is six year* and, during that time, 
the utility pays no interest on deposits, 
the dollar value of interest not received 
by a consumer is insubstantial. There¬ 
fore, the benefits to be gained from an 
intervention by an individual or group 
of Individuals In a proceeding is too in¬ 
significant to recover the costs. However, 
if a consumer group representing all sim¬ 
ilarly situated consumers files a petition 
with a commission that Is Instrumental 
In the utility's having to pay interest on 
past and future deposits, the consumer 
group's action will have generated enor¬ 
mous economic consequences. In these 
or similar cases. It might be appropriate 
for an Office to be able to assist a con¬ 
sumer group’s participation regardless of 
the extent of the group’s own resources. 

4. Allowable Expenditures .—One com¬ 
ment recommended that PEA permit the 
use of grant funds to enable a State to 
meet the statutory requirements that an 
Office be empowered to carry out three 
functions and be Independent of a com¬ 
mission. However, the Act precludes 
FEA's authorizing a grantee to expend 
any program funds prior to such time as 
an Office is empowered to perform the 
three statutory functions and is inde¬ 
pendent of the commission, and this re¬ 
striction is set forth in 5 460 13(b). 

Seventeen comments responded to the 
Question raised In the advance notice of 
whether expenses incurred by consumer 
groups in presenting their positions in 
proceedings before a Federal utility reg¬ 
ulatory commission should be funded. 
Ten comments stated that these costs 
should be allowed; six believed they 
should be disallowed; and one comment 
suggested that if the costs of participa¬ 
tion in Federal proceedings were not al¬ 
lowable expend! turea. an exemption 
should be granted to States in which a 
Federal agency is the sole supplier of 
electric power. 

After considering these comments. 
FEA is persuaded that expenses incurred 
by an Office and its sub-grantees in par¬ 
ticipating in Federal utility regulatory 
proceedings will be allowable program 
expenditures. 

FEA also provided in the advance no¬ 
tice that an Office not expend more than 
45 percent of its budget for consultants. 
One comment urged that an Office 
should be encouraged to develop strong 
staff capabilities and therefore, while 
FEA should permit an Office to hire con¬ 
sultants on occasion, it should not pro¬ 
mote an Office's reliance on outside ex¬ 
perts by allowing it to expend up to 45 
percent of ite grant funds for this pur¬ 
pose. Another comment stated the con¬ 
trary view that the 45 percent celling on 
expenditures incurred in hiring experts 
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and consultants should be raised sub¬ 
stantially. 

FEA considers that the 45 percent 
limit, which is provided in f 460.13(a) (3) 
is appropriate. It furthers the twin goals 
of promoting an Office’s long term via¬ 
bility by requiring it to develop its own 
expertise and operational capacity, and 
at the same time ensuring that it has 
access to additional manpower and ex¬ 
pertise when needed for the effective 
performance of its functions. These goals 
are reinforced by limiting, in 8 460.13(a) 
(3>. the amount that may be paid to an 
individual consultant to 20 percent and 
by allowing expenses incurred by an Of¬ 
fice to provide technical assistance to 
eligible consumer groups. Such assist¬ 
ance includes making data, technical 
analyses, or other information available 
to eligible consumer groups, preparing 
testimony on their behalf for use in a 
commission proceeding and providing 
them with legal assistance or expert 
testimony. 

The amount that may be spent to 
contract for the use of computers and 
other equipment for storing and analyz¬ 
ing data is limited to 20 percent in 
1 460.13(a)(4). An Office’s administra¬ 
tive expenses, exclusive of compensation 
paid to its staff for which there is no 
limit, may not exceed 10 percent of its 
grant funds. 

The guidelines also specify and limit 
the other expenditures that an Office 
may incur with program funds. In de¬ 
veloping these limits. FEA considered 
comparable provisions in rulemakings 
proposed by other Federal agencies to 
regulate reimbursement to intervenors 
for the costs of participating in agency 
proceedings; proposed legislation that 
would authorize Federal agencies to 
make awards to intervenors for attor¬ 
ney’s fees and other reasonable costs 
Incurred in participating in agency pro¬ 
ceedings; and law review* articles and 
Congressional committee reports consid¬ 
ering the circumstances in which a party 
Is or should be entitled to recover Us 
costs of participating in administrative 
and judicial proceedings. 

The ceilings on allowable expenditures 
for attorneys’ and experts’ fees and other 
out-of-pocket expenses adopted by the 
guidelines are intended to strike a bal¬ 
ance. On the one hand, a substantial 
number of large eligible consumer groups 
will be able to receive financial assist¬ 
ance and. on the other, allowances are 
provided that are realistic in light of 
prevailing market rates for, and costs of. 
services necessary to a consumer group's 
effective participation. 

5. Minimum Program Requirements .— 
FEA has established minimum program 
requirements in 8 460.12(a) which call 
for compliance with the statutory re¬ 
quirements of the Act. In 8 460.12(b), 
FEA has prescribed minimum program 
requirements for which a State must 
provide procedures. To comply with 
these requirements an Office must con¬ 
ceptualize its program for assisting con¬ 
sumers by developing procedures that 
are essential to Us effective operation. A 
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grantee or Office shall establish and pub¬ 
lish these procedures within either six 
months of the date of the grant or three 
months of the date on which the require¬ 
ments of 8 460.12(a) arc met, whichever 
occurs later. FEA may grant an exten¬ 
sion of time to a grantee upon applica¬ 
tion and for good cause shown. 

An Office must develop all of the 
enumerated procedures, regardless of 
whether they pertain to a function pro¬ 
posed for an Office in its application, 
because FEA believes that in the long 
run, an Office should have the capability 
to carry out all three functions. To be 
viable, an Office needs to be able to per¬ 
form analyses, intervene in proceedings 
on Us own behalf and assist eligible con¬ 
sumer groups. Only in this way will an 
Office be able to discharge fully its obli¬ 
gation to act effectively on behalf of 
consumers. 

FEA received thirteen comments on 
the issue of whether or not an Office 
should be required to establish priorities 
among eligible consumer groups. Six 
comments objected to this requirement. 
Seven comments endorsed the concept of 
priorities and suggested a variety of cri¬ 
teria upon which these priorities should 
be based. Two comments suggested that 
proven competence and experience in 
analyzing Issues related to utility regu¬ 
latory matters and making presentations 
to this commission should be the critical 
requirements. Two comments stated that 
the financial need and age of the consum¬ 
ers represented by an eligible consumer 
group were the mast significant factors. 
Another comment suggested giving pri¬ 
ority to certain classes of consumers 
such as residential users of electricity 
and to certain types of groups such as 
environmental, civic, or nonprofit orga¬ 
nizations. The final comment focused on 
such factors as the group's size, the im¬ 
portance of the interest it represented, 
and the amount of the rate increase pro¬ 
posed by an electric utility that would 
be at issue in the proceeding. 

In 5 460 12(b>*3), the guidelines 
provide criteria that an Office shall con¬ 
sider in establishing priorities among 
eligible consumer groups but that also 
allow considerable latitude for each 
grantee to establish its own require¬ 
ments. In general, application of these 
criteria will ensure than an Office will 
provide assistance to groups that repre¬ 
sent large numbers of consumers with a 
substantial aggregate interest in the out¬ 
come of a particular proceeding. The cri¬ 
teria are also intended to ensure that di¬ 
rect assistance will be furnished to 
groups that are capable of effectively 
representing a consumer interest by pre¬ 
senting well-reasoned, well-organized 
testimony. At the same time, FEA has in¬ 
cluded as a consideration the uniqueness 
or novelty of a consumer group’s posi¬ 
tion, in order not to preclude an Office 
from assisting well-qualified advocates 
of unconventional and Innovative ap¬ 
proaches. 

To the extent practicable, FEA urges 
an Office to establish procedures which 
will enable It to identify in advance and 
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participate in those commission proceed¬ 
ings most Ukely to achieve its goals and 
objectives. 

B. Applications 

Application procedures are set forth 
In i 460.11. To be eligible for a grant, a 
State must submit an application to FEA 
not later than August 26. 1977. Since 
FEA will accept only one application per 
State, a State must designate the de¬ 
partment or agency which shall apply to 
FEA for a grant. 

The guidelines require an application 
to include information on how the State 
proposes to establish, where none cur¬ 
rently exists, and operate an Office The 
application must include a description 
of the goals and objectives of the pro¬ 
posed Office; a discussion of how it pro¬ 
poses to meet the minimum program re¬ 
quirements; a description of the func¬ 
tions the Office wiU perform; a program 
budget and a description of the Office's 
proposed organizational structure and 
staffing; a statement of task sequence 
and a timetable. The application also 
shall Include an assurance that the pro¬ 
posed budget for the Office exceeds by 
the amount of the grant award, the 
amount, expended by the State, if any, in 
the prior fiscal year or appropriated to 
be expended in the current fiscal year, 
whichever Is greater, to perform func¬ 
tions similar to those to be conducted 
for this program. A State must also pro¬ 
vide information concerning any State 
department or agency which represents 
consumers with respect to commission 
proceedings. 

In addition, the application shall con¬ 
tain information concerning a State's 
need for an Office, which shall be evalu¬ 
ated by FEA as described in Section 
460 15(0. 

C. Selection or Chanters 

Grantees will be selected on the basis 
of FEA‘s evaluation of th*»r applications 
through the use of the rating system set 
forth in 3 460.15. An application may re¬ 
ceive up to 50 points for the feasibility 
and quality of the proposed Office, tak¬ 
ing into account the overall conceptual¬ 
ization of the proposal and the feasibil¬ 
ity of Implementation. An application 
may receive up to 50 points for a State's 
demonstration of its need for an Office 
Of this, up to 25 points will be awarded 
on the basis of the magnitude of need 
demonstrated with respect to the infor¬ 
mation provided in response to Section 
460 11 (b> Ml). The remaining 25 points 
will be awarded on the basis of FEA's 
analysis of the following three factors: 
first, the average revenue per KWH cal¬ 
culated for all electric utilities in the 
State, as an Indication of where the costs 
to consumers for a KWH of electricity 
are already high or Ukely to increase 
sharply; second, the percentage of per 
capita income of a State's residential 
consumers which is spent for electricity 
for residential use. as an indication of 
the Impact of an average electric bill on 
a typical family; and third, the extent to 
which a State uses natural gas to gen¬ 
erate electricity, as an indication of 


where consumers are likely to experience 
sharp increases in the price of electricity 
due to increases in the price of natural 
gas or conversion to other electricity 
generating sources. 

FEA has selected these three factors 
as ones which w r ill provide comparable 
information about the current and an¬ 
ticipated electricity price and supply 
characteristics in each State. FEA al¬ 
ready has the data needed to perform 
the analyses of these factors 

D Termination or Grants 

In f 460.19. FEA provides for suspen¬ 
sion and termination of grants upon 
written notice to a grantee in the event 
FEA determines there has been a sub¬ 
stantial failure to comply with the re¬ 
quirements of this guidelines 

5, Environmental and Inflationary Re¬ 
view. —In accordance with FEA's obliga¬ 
tions under the National Environmental 
Policy Act of 1969 (NEPA> 42 U3.C. 
4321 et seq.. an evaluation of the poten¬ 
tial environmental impacts of this pro¬ 
gram has been prepared by FEA. FEA 
finds that this program does not entail 
a major federal action that will have a 
significant impact on the environment. 
FEA cannot anticipate nor will it restrict 
the positions which may be advocated 
by an Office or subgrantee and therefore 
cannot foresee the environmental con¬ 
sequences of such advocacy. Copies of 
this analysis are available during normal 
business hours at FEA's Freedom of In¬ 
formation Office. 

As required by section 7 <cm 2) of the 
Federal Energy Administration Act of 
1974, Pub. L. 93275. a copy of this notice 
has been submitted to the Administrator 
of the Environmental Protection Agency 
rEPA* for his comments concerning the 
Impact of this program on the quality 
of the environment. The Administrator 
has no comments. 

The guidelines have also been reviewed 
in accordance with Executive Order 
11821 and OMB Circular A-107, issued 
November 27. 1974. and has been deter¬ 
mined not to be a major proposal re- 
oairing an evaluation of its inflationary 
impact. 

(Title II (42 VBC. 6801). Energy Conserva¬ 
tion and Production Act, Pub L. M-385, 
90 Stat 1125 et seq.: Federal Energy Admin- 
Ut ration Act of 1974, Pub. L 93-275 (16 
US C 761 ttseq m amended by Pub. L. 94- 
335. auprml: B O 1 1790. 39 FR 23185, > 

In consideration of the foregoing. 
Chapter n of* Title 10 of the Code of 
Federal Regulations, is amended by es¬ 
tablishing Fart 460 as set forth below, 
effective July 3.1977. 

Issued In Washington. DC. June 30. 
1977 

Eric J. Fyoi. 

Acting General Counsel. 

Federal Energy Administration. 

Subpart D. Chapter II of Title 10. Code 
of Federal Regulations, is amended by 
establishing Part 460 as follows; 

8cc 

460 1 Purpo«* and tcope 
4002 Administration of grants 


460.3 Definitions 
460 10 Grant awards 
460 11 Applications. 

460.12 Minimum program requirement* 

460.13 Allowable expenditures. 

460 14 Eligible consumer groups. 

460 15 Selection of grantee* 

463 16 Oversight responsibility. 

460 17 Recordkeeping 

460 18 Reporting requirements 
460.19 Grant termination. 

AfTMoaiTT Title II (42 US.C 6801). En- 
ergy Conservation and Production Act, Pub 
L 94-385. 90 SUM 1125 et seq Federal 
Energy Administration Act of 1974. Pub. L. 
93*276. 15 U.S.C 761 et «>q a* amended by 
Pub L 94 385. supra, EO 11790 39 FR 
23185 


§ 460*1 Purpose and *eopo. 

This part contains the regulations 
Adopted by the Federal Energy Adminis¬ 
tration to conduct a discretionary gram 
program to provide Federal financial as¬ 
sistance to a State This financial assist¬ 
ance shall be used to establish or operate 
a State office of consumer services which 
shall assist the representation of con¬ 
sumer interests with regard to matters 
before an electric utility regulatory com¬ 
mission pursuant to section 205. 42 U.8.C 
6805 of the Energy Conservation and 
Production Act. Pub. L. 94-385, 90 Stat 
1125 et seq. Orants will be awarded on a 
competitive basis to a limited number 
of States. 


§ 160.2 Administration of grant*. 


Grants awarded under this part shall 
be administered In accordance with the 


following— 

(a> Federal Procurement Regulation 
1-15.7. entitled “Grants and Contracts 
with State and Local Oovemments;” 

(b> Federal Management Circular 73-2 
entitled “Audit of Federal Operation* 
and Programs by Executive Brandi 
Agencies;” 

(c) Federal Management Circular 
74-4. entitled “Cost Principles Applicable 
to Grants and Contracts with State and 
Local Governments;” 

<d> Federal Management Circular 
74-7, entitled “Uniform Administrative 
Requirements for Grants-in-Aid to State 
and Local Governments;” 

<e> Office of Management and Budget 
Circular A-89. entitled “Catalog of Fed¬ 
eral Domestic Assistance;" 

(t> Office of Management and Budget 
Circular A-95. entitled “Evaluation. Re¬ 
view and Coordination of Federal and 
Federally Assisted Programs and Proj¬ 


ects:” 

<g> Office of Management and Budget 
Circular A-97, entitled "Rules and Regu 
latlons Permitting Federal Agencies to 
Provide Specialized or Technical Service 
to State and Local Units of Government 
under Title III of the Intergovernmental 
Coordination Act of 1968;” 

<h> Office of Management and Budget 
Circular A-110. entitled "Grant* and 
Agreements with Institutions of Higher 
Education. Hospitals, and Other Non¬ 
profit Organizations;” 

U> Treasury Circular 1082. entitled 
* 4 ,.. ctnfAc Af rirant-ln-A: 


Information;” 
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0> Treasury Circular 1075. entitled 
"Regulations Governing Withdrawal of 
Cash from the Treasury for Advances 
under Federal Grant and Other Pro¬ 
grams;'' and 

<k> Such procedures applicable to this 
part as FEA may from time to time pre¬ 
scribe for the administration of grants. 

§ 160.3 Definition*. 

As used in this part— 

“Act” means the Energy Conservation 
and Production Act. Pub L 94-385, 90 
Slat 1125 et seq . 42 U.S.C. 6801 et scq. 

“Administrator” means the Adminis¬ 
trator of the Federal Energy Administra¬ 
tion. 

"Commission” means a utility regula¬ 
tory commission. 

"Consultant” means a person who con¬ 
tracts to provide personal services for an 
Office and Include® an attorney, account¬ 
ant. economist, or other expert witness. 

"Consumer” means a person who buys 
electricity for purposes other than resale. 

"Consumer Oroup” means an associa¬ 
tion or organization consisting of not 
less than three individuals that repre¬ 
sents a consumer interest, and may in¬ 
clude a corporation, nonprofit corpora¬ 
tion. unincorporated association, unit of 
general purpose local government, tribal 
organization, law firm, committee, or 
association of concerned consumers. 

"Consumer Interest” means a potential 
benefit or detriment to a consumer from 
the social economic or environmental 
consequences of the outcome of a pro¬ 
ceeding. 

"Consumer-Interest Office” means a 
department, agency, or office of a State 
which engages in activities on behalf of 
a consumer interest. 

"Electric Utility” means a person. 
State agency, or Federal agency which 
sells electric energy for purposes other 
than resale. 

"FEA” means the Federal Energy Ad¬ 
ministration. 

“Federal Agency” means an agency or 
instrumentality of the United States. 

"Fuel Adjustment Clause” means a 
clause In a rate schedule that provides 
for an adjustment of the consumer’s bill 
if the cost of the fuel used for elect! 
generation varies from a specified unit 
of cost. 

‘ Governor” means the chief executive 
officer of a State or territory, the Mayor 
of the District of Columbia, or the Chair¬ 
man of the Tennessee Valley Authority. 

"Grantee” means the 8tate or other 
entity named in the notification of grant 
award as the recipient. 

’Kilowatt-Hour ’ means a unit of 
measuring electricity usage which repre¬ 
sents a unit of work or energy equal to 
that expended by one kilowatt in one 
hour. 

”KWH” means a kilowatt hour. 

"Local Law” means the laws in force 
and effect in a State and includes the 
statutes, rules and regulations. Judicial 
decisions, administrative findings and 
deter mutations and executive orders 
and proclamations, as enforced by the 
State and its Judicial system 

"Office” means an Office of Consumer 
Services. 


RULES AND REGULATIONS 

"Person” means an individual part¬ 
nership. corporation, unincorporated as¬ 
sociation or any other group, entity or 
organization. 

"Proceeding” means a proceeding be¬ 
fore a utility regulatory commission. 

"State” means a State, the District 
of Columbia. American Samoa. Guam, 
Puerto Rico, the Virgin Islands, the Trust 
Territory of the Pacific Islands and the 
Tennessee Valley Authority. 

"Sub-grantee” means the eligible con¬ 
sumer group named as the recipient in 
a grant which shall be made by an Office. 

"Tribal Organization” means the rec¬ 
ognized governing body of an Indian 
Tribe, or any legally established organi¬ 
zation of Native Americans which Is con¬ 
trolled, sanctioned or chartered by such 
governing body. 

"TVA" means the Tennessee Valley 
Authority. 

"Unit of General Purpose Local Gov¬ 
ernment” means any city, county, town, 
parish, village or other general purpose 
political subdivision of a State. 

"Utility Regulatory Commission’’ 
means TV A or a regulatory authority 
empowered by Federal or local law to 
fix. modify, approve, or disapprove rates 
for the sale of electric energy by an 
electric utility other than itself 

§ 460.10 Grant award*. 

<a> FEA shall provide financial as¬ 
sistance to a State, from sums appropri¬ 
ated for any fiscal year, only upon an¬ 
nual application. 

<b> Grants shall be awarded to 8tatcs. 
selected at the discretion of FEA on the 
basis of the evaluation made in accord¬ 
ance with f 460.15. for the establishment 
or operation of an Office. 

§460.11 Application*. 

To be eligible to receive a grant 
under tills part, a State shall submit an 
application, in conformity with para¬ 
graph <b> of this section, which shall be 
received by FEA on or before 5:30 p.m. 
e.d.t on August 26, 1977. FEA shall send 
a copy of this regulation to the Governor 
of every SUte and Invite him or her to 
submit an application. 

<b) Each application shall include— 

(1) An overview statement of the spe¬ 
cific goals and objectives of the proposed 
office and an explanation of how they 
relate to the goals and objectives of an 
existing State Consumer-Interest Office 
and any commission before which the 
Office intends to assist the representa¬ 
tion of consumer interests: 

<2> A legal opinion setting forth the 
manner in which the State has complied, 
or will In a timely manner, comply with 
the requirements of ft 460.12<a): 

< 3 > Where applicable, an explanation 
of the authority, functions, organiza¬ 
tion, activities, budget and financial re¬ 
sources of a Consumer-Interest Office 
operating within the 8tate: 

<4> An assurance that the final pro¬ 
posed budget for the Office exceeds, by 
the amount of the grant award, the 
amount expended by the State, if any. 
in the prior fiscal year or appropriated 
to be expended in the current fiscal year, 
whichever shall be greater, to perform 
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functions to assist consumers similar to 
those set forth in $ 460.l2<a)<2>; 

(5) A statement of which of the func¬ 
tions set forth in 1 460.12(a) (2) are 
proposed to be carried out by the Office 
with financial assistance under this part 
and the reasons for choosing to perform 
those functions: 

<6 > A detailed description of how the 
Office will meet the minimum program 
requirements prescribed by $ 460 12<b» 
and a timetable for satisfying these re¬ 
quirements: 

(7) The amount of Federal financial 
assistance being applied for under this 
part, which shall not exceed $200,000, 
and a budget including an identification 
and a description of resources or finan¬ 
cial assistance which shall be provided 
to an Office from sources other than the 
financial assistance provided under this 
part; 

<8) A description of the organiza¬ 
tional structure of the Office including 
the extent of coordination proposed be¬ 
tween the Office and other parts of the 
State government representing consum¬ 
ers or regulating electric utilities; 

<9> A description of the responsibili¬ 
ties and the experience and qualifica¬ 
tions, if known, of key personnel and 
consultants proposed to be used by the 
Office, 

< 10> A statement of the task sequence 
and a timetable for establishing the Of¬ 
fice, where applicable, and for imple¬ 
menting the activities for a 12 month pe¬ 
riod. by calendar quarter, beginning 
October 1. 1977; 

<11) A detailed description of the 
State’s need for the Office which shall 
Identify the conditions and circum¬ 
stances existing within the State that 
give rise to that need including, to the 
extent this information is reasonably 
available, information concerning— 

<i> Recent increases in average elec¬ 
tric bills of different types of consum¬ 
ers; 

<U> The type, quality and amount of 
participation by consumer groups in 
proceedings within the State;. 

(ill) The responsiveness of a commis¬ 
sion to the views and data submitted by 
consumers in proceedings within the 
State; 

(lv> Changes, including rate reform, 
initiated by a commission within the 
State responsive to problems of supply¬ 
ing sufficient electricity to meet demand 
for the foreseeable future, taking into 
account the cost to consumers and need 
for energy conservation; 

(v) The number and type of proceed¬ 
ings within the State; 

<vD The policies with respect to fuel 
adjustment clauses adopted by a com¬ 
mission within the State; 

<vll> The nature and extent of State 
legislative activities affecting utility 
companies, commissions, or consumers. 

§ 160.12 Minimum program require¬ 
ment*. 

(a> Prior to the expenditure of any 
grant funds and no later than 6 months 
from the date of a notification of grant 
award made under this part, a grantee 
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*hall have in existence or establish an 
Office which— 

(1) Is a consumer-interest office; 

(2> Is empowered and lias authority 
under local law to— 

(i> Make general factual a^essments 
of the Impact of proposed electric utility 
rate changes and other proposed regu¬ 
latory actions upon consumers, includ¬ 
ing residential consumers; 

(ii) Provide technical or financial as¬ 
sistance to an eligible consumer group 
meeting the requirements of I 460.14 In 
the presentation of its position in a pro¬ 
ceeding; and 

flii> Advocate, on Its own behalf, a 
position which It determines represents 
the position most advantageous to con¬ 
sumers. including residential consumers, 
taking into account developments in 
electric utility rate design reform; and 
(3> Is independent of a commission 
with respect to the following— 

<l> The Commission has no direct con¬ 
trol over the Office’s budget or its dis¬ 
bursement of funds; 

(ii) The commission has no authority 
over the hiring, management, or dismis¬ 
sal of the personnel employed by an Of¬ 
fice: and 

<ill> Employees of the Office do not 
perform services for. report to. or act 
on behalf of. the commission. 

<b> Each Office shall develop and pub¬ 
lish within 6 months of the date of a 
grant award or 3 months from the date 
upon which the Office meets the require¬ 
ments of paragraph (a) of this section, 
whichever shall be later, procedures to 
be approved by FEA. to— 

(l> Determine whether a consumer 
group is an eligible consumer grouo in 
accordance with the requirements of this 
part; 

(2) Provide technical assistance to an 
eligible consumer group, and financial 
assistance on a full funding or cost 
shnrlng basis to a sub-grantee to make 
one or more presentations in a proceed¬ 
ing; 

(3) Establish priorities for providing 
technical and financial assistance to eli¬ 
gible consumer groups taking into con¬ 
sideration— 

<1) Consumer interests; • 

< ll» The consumer interest of. or rep¬ 
resented. by an eligible consumer group; 

(ill) The composition, diversity and 
number of members of an eligible con¬ 
sumer group; 

(iv> The relative effectiveness of an 
eligible consumer group's proposed pres¬ 
entation including'the extent to which— 
(A) The eligible consumer group is 
familiar with and understands the sub¬ 
ject matter and Issues Involved In the 
proceeding; 

<B> IU proposed presentation la feasi¬ 
ble ahd well-conceived; and 

(O The eligible consumer group can 
effectively represent a consumer Inter¬ 
est in a proceeding; 

(D> The uniqueness or novelty of an 
eligible consumer group’s position or 
point of view; and 

(E) Where financial assistance is to 
be provided, the experience and exper- 
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Use of a consultant which an eligible 
consumer group Intends to engage; 

(4> Advocate on its own behalf a posi¬ 
tion in a proceeding which it determines 
represents the position most advantage¬ 
ous to consumers which shall involve the 
performance of acUvitles Including— 

(ii ConsideraUon of views and data 
obtained from consumers through the 
use of such information gathering tech¬ 
niques as a public hearing, survey or 
consumer advisory committee, to ensure 
that the Office obtains and considers the 
broadest possible spectrum of consumer 
views * 

(U>* Obtaining qualified witnesses and 
preparing testimony and other submis¬ 
sions for presentation In a proceeding; 

(ill) Analysis and consideration of 
developments in innovative utility rate 
design reform; 

(5) Making general factual assess¬ 
ments of the impact of proposed rate 
changes and other proposed regulatory 
actions upon consumers; and 

<6> Identifying consumer groups and 
providing them with Information con¬ 
cerning this program and its operation. 

(c) After complying with the require¬ 
ments of paragraph (b> of this section, 
an Office shall carry out activities for 
tile functions prescribed in $ 460.12(a) 
<2> (i) or ill). FEA mav upon anpllca- 
tion by a grantee or Office and for good 
cause shown extend the time limit set 
to meet the requirements of paragraphs 
(a) and <b> of this section. 

g-160.13 Allowable expenditure*. 

(a) Financial assistance provided un¬ 
der this part shall be used for the estab¬ 
lishment or operation of an Office, and 
grant funds awarded in any year shall 
only be expended for the following— 

(1) Compensation of employees of the 
Office; 

(2) No more than 10 percent shall be 
used for administrative expenses of an 
Office, exclusive of compensation pro¬ 
vided under paragraph <a)(l) of this 
section; 

(3> No more than 45 percent may be 
paid for the services of consultants, pro¬ 
vided that no consultant shall receive in 
excess of 20 percent: and 

14) No more than 20 percent may be 
paid to contract for the use of computers 
and similar equipment for the storage 
and analysis of data; 

i5> Payments to sub-grantees to carry 
out the function described In g 460.12(a) 
(2)(B) in accordance with the require¬ 
ments of this part, provided that total 
payments to sub-grantees shall not ex¬ 
ceed 45 percent of the grant funds 
awarded in any year; 

(6) Payments to a consultant by an 
Office or sub-grantee shall not exceed the 
prevailing market rate for the level and 
quality of the personal service but not 
to exceed 75 dollars per hour exclusive of 
reasonable costs for travel and incidental 
disbursements such as mailing and 
photocopying; and 

<7> Reasonable costs of an Office or 
sub-grantee for travel and transporta¬ 
tion for an employee, consultant or a 
person performing services, such as a 


volunteer, provided that such costs are 
Incurred in connection with preparing or 
making a presentation at a proceeding 
<b> No grant funds shall be expended 
until a State has established an Office 
which meets the requirements of t 460.12 
(a). 

<c> For the purposes of paragraph (a* 

(3) of this section, a consultant shall 
include— 

(1) Any person which * employs or 
otherwise uses the personal services of 
the consultant Including employment by 
a partnership, corporation, sole proprie¬ 
torship. or other business enterprise en¬ 
gaged in performing personal services; 

(2) Any person in which the consult¬ 
ant owns 10 percent or more of the stock, 
including options to purchase stock, or 
other securities issued by a corporation, 
or any person engaged in performing 
personal services in which the consultant 
has a financial Interest which is equal to 
or exceeds 10 percent; 

(3> Any person, such as a parent com¬ 
pany or affiliate, which owns 10 percent 
or more of the stock, including options 
to purchase stock, of the consultant, or 
other securities Issued by the consultant, 
or owns a financial interest of any kind 
in the consultant which is equal to or 
exceeds 10 percent: 

(4> Any business entity engaged in 
performing personal services including 
a corporation, partnership, consortium or 
other enterprise in which the consultant 
is an officer or director, partner or active 
principal: and 

(5) Any business entity including a 
corporation, partnership, consortium or 
other business enterprise engaged in pro¬ 
viding personal services in which the 
consultant participates in a profit-shar¬ 
ing program. 

§ 460.11 Eligible ronanmrr group. 

No consumer group shall receive finan¬ 
cial or technical assistance from an 
Office unless— 

<a) The consumer group’s— 

<l> Representation of a consumer in¬ 
terest would substantially contribute to a 
full and fair determination of the issue* 
to be considered in the proceeding; and 
(2» Participation in the proceeding Lv 
necessary to the effective representation 
of the consumer interest: and 

(b> The consumer interest would not 
be effectively represented because— 

(1 > The consumer group does not have 
reasonably available and cannot reason¬ 
ably obtain sufficient resources to par¬ 
ticipate effectively in the proceeding; or 
c2Mli The economic gain or loss to 
the consumer group and any consumer 
with regard to the outcome of the pro¬ 
ceeding is small relative to the costs of 
effective participation in the proceeding 
and 

< ii > The costs of effec Uve pa rticipation 
are small relative to the social, economic 
or environmental consequences of the 
outcome of the proceeding. 

§ 460.15 • Selcciion of grantm. 

<a> FEA shall evaluate an application 
submitted in accordance with $460 1! 
through the use of a rating system with 
a total of 100 points under which up to 


FEDERAL REGISTER, VOL 42. NO 131— FRIO AY. JULY •, 1977 






RULES AND REGULATIONS 


35169 


50 points may be scored for the quality 
of the proposed Office and up to SO points 
may be scored for a State's need to es¬ 
tablish and operate an Office. 

<b> FEA shall evaluate the quality of 
a proposed Office on the basis of its con¬ 
ceptualization and the feasibility of its 
implementation taking into account— 

(li The precision with which goals 
and objectives for the Office are defined; 

<2) Whether the activities proposed 
for the Office will effectively carry out 
the functions selected in accordance with 
5 460.11 (b)(5); 

<3> The responsibilities, experience 
and competence of the key personnel and 
consultants proposed for the Office; 

(4) The organizational structure of 
the Office including the extent of coordi¬ 
nation proposed between the Office and 
other parts of the State government rep¬ 
resenting consumers or regulating elec¬ 
tric utilities: 

(5) The feasibility of the Office’s com¬ 
plying with the requirements of i 460.12: 

(6) The task sequence for activities 
and the likelihood that an Office can 
meet the schedule of the proposed time¬ 
table as required by 5 460.11(b) HO); and 

(7) The adequacy of the budget re¬ 
quired by { 460.11(b)(7) in relationship 
to the proposed activities, 

<c) FEA shall evaluate a State's need 
for an Office based upon— 

(1) The magnitude of need demon¬ 
strated in the description provided In re¬ 
sponse to { 460.11<b> (11 > for which up 
to 25 points may be scored: and 

(2) FEA’s analysis, for which up to 25 
points may be scored, of— 

<i> The average revenue per KWH cal¬ 
culated for all electric utilities within the 
State; 

<11> The percentage of per capita in¬ 
come of residential consumers within the 
State which is spent for electricity for 
residential use: and 

(ill) The extent to which the State 
uses natural gas to generate electricity. 


§ 4(»0.16 Overnight rr*pon*ibiIit*. 

(a> The Administrator shall monitor 
and evaluate the establishment and op¬ 
eration of Offices receiving financial as¬ 
sistance under this part through on-site 
project reviews, or through other means, 
in order to insure the effective perform¬ 
ance of Offices under the grants. 

(b) The Administrator and the Comp¬ 
troller General of the United 8tates, or 
their duly authorized representatives, 
shall have access for the purpose of au¬ 
dit and examination to any books, docu¬ 
ments. papers. Information, and records 
of Offices receiving financial assistance 
under this part 

(c> Each grantee shall conduct, on an 
annual basts, an audit of the pertinent 
records of any sub-grantee receiving fi¬ 
nancial assistance under this part. 

§ 460.17 Hcrordkrrpinir. 

Each grantee or sub-grantee receiving 
Federal financial assistance under this 
part shall keep such records as FEA shall 
require, including records which fully 
disclose the amount and disposition by 
each grantee and sub-grantee of the 
funds received, the source and amount of 
funds not suoplled by FEA for an Office, 
and such other records as FEA deems 
necessary for an effective audit and per¬ 
formance evaluation. Such recordkeep¬ 
ing shall be in accordance with Federal 
Management Circular 74-7 and any 
further requirements of this regulation 
or which FEA may otherwise establish 
under the terms and conditions of a 
grant. 

§ 460.18 Reporting requirement*. 

Each grantee receiving financial as¬ 
sistance under this part shall submit a 
quarterly program performance report 
and a quarterly financial report to the 
Administrator. The program perform¬ 
ance report shall contain such infor¬ 
mation as the Administrator may pre¬ 
scribe in order effectively to monitor the 
progress of a grantee. 


§ 460.19 Grant termination. 

(a> FEA shall give notice to a grantee 
in the event FEA finds there is a failure 
by the grantee to comply substantially 
with the provisions of this part. 

<b> FEA shall issue such notice in the 
form of a written notice mailed by regis¬ 
tered mail, return receipt requested, to 
the grantee and shall include (1) a 
statement of the reasons for the finding 
referred to in paragraph (a) of this sec¬ 
tion together vlth an explanation of any 
remedial action which, if undertaken, 
would result in compliance: and <2> the 
date upon which the grant will be ter¬ 
minated. 

<c) A grantee which receives the no¬ 
tice referred to in paragraph (a> of this 
section may file a written response con¬ 
taining an explanation of how it will 
comply with the requirements of this 
part, or a statement of its view's and 
supporting data explaining why the 
grant should not be terminated. This re¬ 
sponse shall be made by registered mad. 
return receipt requested, not later than 
10 days after the receipt of the notice 
referred to in paragraph <b) of this sec¬ 
tion. 

(d) Within 20 days after the grantee’s 
receipt of notice in accordance with the 
procedure set forth in paragraph (b> of 
this section, the Administrator, after 
consideration of any response filed by 
the grantee, shall determine whether or 
not to terminate the grant for failure to 
comply substantially with the require¬ 
ments of this part and issue a w r rttten 
statement explaining the reasons for this 
determination. 

<e) Upon issuance of the notice re¬ 
ferred to in paragraph »a> of this sec¬ 
tion. FEA may suspend payments to any 
grantee pending a final determination. 
If the Administrator makes a final deter¬ 
mination of substantial failure to com¬ 
ply. the grantee will be Ineligible to par¬ 
ticipate in the program unless and until 
FEA is satisfied that the failure to com¬ 
ply has been corrected 

I PR Doc 77-19369 Piled 7-7-77,8 45 »m| 
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proposed rules 


This Motion of tt»e FEDERAL REGISTER contain* notice* to tt*a public of tho proposed issuance of rules and regulations. The purpose of 
these notices is to give interested persons an opportunity to participate in the rule making prior to the adoption of tha Final rules. 


DEPARTMENT OF AGRICULTURE 

Food Safety and Quality Service 
[ 9 CFR Part 381 ] 

TRANSPORTATION OF INEDIBLE 
MATERIAL 

Withdrawal of Proposed Regulation 

AGENCY: Pood Safety and Quality Serv¬ 
ice of, Agriculture 

ACTION: Notice of withdrawal. 

SUMMARY: This notice withdraws a 
notice of proposed rulemaking which 
would have allowed the movement in 
commerce, for uses other than human 
food, of certain undonatured. inedible 
poultry products under a system involv¬ 
ing permits, seals, and Invoices. The Meat 
and Poultry Inspection Program has de¬ 
termined that instead of the permit 
system, a more efficient method of con¬ 
trolling shipments of inedible poultry 
products can be devised. 

EFFECTIVE DATE; July 8. 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT 

James P. Lyons. Chief Staff Officer. 
Inspection Standards and Regulations 
Staff. Meat and Poultry Inspection 
Program. Food Safety and Quality 
Service. U.S. Department of Agricul¬ 
ture. Washington. D.C. 20250 <202- 
447-3219). 

SUPPLEMENTARY INFORMATION; 
On Julv 28. 1975. the Meat and Poultry 
Inspection Program of the Department of 
Agriculture published a proposed rule 
(40 FR 31618-31617) to amend 9 CFR 
381.175 and 381.193 of the poultry prod¬ 
ucts inspection regulations, that would 
have allowed the movement in commerce, 
for uses other than human food, of cer¬ 
tain undenatured, inedible poultry prod¬ 
ucts under a system Involving permits, 
seals, and invoices. The proposal was in¬ 
tended to control the movement in com¬ 
merce of undenatured. inedible poultry 
products in the same manner as unde- 
naturcd. inedible meat and meat prod¬ 
ucts <9 CFR 325 11(f)). 

The Acting Administrator has deter¬ 
mined that a more effective method of 
controlling the shipment of Inedible 
product than the permit system can be 
developed. Several other methods are 
being considered for both meat and poul¬ 
try products A more comprehensive and 
leas complicated proposal will be pub¬ 
lished at a later date. 

In consideration of the foregoing, the 
proposal published in the Federal Regis¬ 
ter (40 FR 31616-31617) on July 28. 
1975, is hereby withdrawn 


Not* —The Food Safety and Quality Serv¬ 
ice lias determined that thin document doe* 
not contain a major proposal requiring prep¬ 
aration of an Inflation Impact Statement 
under Executive Order 11821 and OMB Cir¬ 
cular A-107. 

Done at Washington. D.C- on: June 
29, 1977 

Harry C. Mussman. 

Acting Administrator. 

Food Safety and Quality Service 
|FB Doc.77-18518 Filed 7-7-77; 8:46 am| 


FEDERAL ENERGY 
ADMINISTRATION 
[ 10 CFR Parts 211,212] 

POST-EXEMPTION MONITORING OF 
MIDDLE DISTILLATE PRICES 

Rescheduling of Public Hearing 

AGENCY: Federal Energy Administra¬ 
tion. 

ACTION: Notice of rescheduling of pub¬ 
lic hearing. 

SUMMARY; The Federal Energy Ad¬ 
ministration <* FEA”> hereby extends the 
previously announced date of the Wash¬ 
ington hearing on the post-exemption 
monitoring of middle distillate prices to 
August 2. 1977. to provide additional 
time for preparation of comment*. The 
deadline for requests to speak has been 
extended to July 18. 1977. No other dates 
are changed. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Laura Kuitunen or Dennis M. Moore 
(Office of General Counsel). Federal 
Budding. 12th and Pennsylvania Ave¬ 
nue NW, Room 5138. Washington. 
D.C. 20461 < 202-566-9567 or 566-2086). 

SUPPLEMENTARY INFORMATION: 
On May 26. 1977. FEA issued a Further 
Notice of Proposed Rulemaking and Pub¬ 
lic Hearing on the post-exemption moni¬ 
toring of middle distillate prices (42 FR 
27937. June 1. 1977). The further notice 
announced FEA’s Intent to provide an 
opportunity for receipt of comments and 
testimony on the manner in which the 
FEA middle distillate price monitoring 
system operated during the past heating 
season and on what action, if any. ought 
to be taken by FEA with respect to pos¬ 
sible further monitoring of or re-lmnosl- 
tlon of controls on middle distillates 
through the next heating season Na¬ 
tional and regional hearings were sched¬ 
uled by the further notice for dates In 
mid-July 1977. 

To allow additional time for analysts 
of the information presented at the re¬ 
gional hearings and to provide additional 
time for preparation of comments. FEA 


hereby extends the date previously an¬ 
nounced for the Washington hearing to 
Tuesday. August 2. 1977. 9:30 a.m. The 
Washington hearing will be held, as orig¬ 
inally* announced, in Room 3000A, 12th 
and Pennsylvania Avenue NW.. Wash¬ 
ington. D.C. 20461. In accordance with 
this extention of the Washington hear¬ 
ing date, requests to speak at the Wash¬ 
ington hearing must be submitted by 
July 18,1977. 

All hearing dates, times, and locations 
for the regional hearings announced in 
the May 26. 1977. further notice remain 
unchanged and such regional hearings 
wlU take place as scheduled. The final 
date for lUing comments Is July 6. 1977, 
but FEA will continue to consider com¬ 
ments submitted up to the time of the 
Washington hearing. 

Issued in Washington. D.C.. June 30. 
1977. 

Eric J. Fygx. 

Acting General Counsel. 

Federal Energy Administration 

|FR Doc 77-19308 Filed 7-7-77:8:45 am| 


[ 10 CFR Part 430] 

ENERGY CONSERVATION PROGRAM FOR 
APPLIANCES 

Proposed Rulemaking Regarding Test Pro¬ 
cedures for Conventional Ranges. Con¬ 
ventional Cooking Tops, Conventional 
Ovens, and Microwave Ovens; Correc¬ 
tions 

AGENCY: Federal Energy Administra¬ 
tion <FEA>. 

ACTION: Proposed rulemaking; correc¬ 
tions. 

SUMMARY: This document corrects er¬ 
rors made in.the proposed rulemaking 
regarding test procedures for conven¬ 
tional ranges, conventional cooking tops, 
conventional ovens, and microwave 
ovens which appeared at 30627 and fol¬ 
lowing of the June 16. 1977. Federal 
Register 

FOR FURTHER INFORMATION CON¬ 
TACT: 

James A. Smith. (Program Office). 
Old Post Office Building, Room 307 
12th and Pennsylvania Avenue NW 
Washington. D.C. 20461. 202-566- 

4635. 

Jim Mema ‘Media Relations). 12th 
and Pennsylvania Avenue NW.. Room 
3104, Washington, D.C. 20461. 202- 
566-9833. 

Michael T. Skinker (Office of Genera! 
Counsel), 12th and Pennsylvania Ave¬ 
nue NW.. Washington. D C 20461. 202 
566^*9750 
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SUPPLEMENTARY INFORMATION: A 
number of provisions of Appendix I con¬ 
tained in the proposed regulation, pages 
30633 and following, were Incorrectly 
stated and are corrected below. In all 
other respects the proposed rulemaking 
remains as published on June 16. 1977. 

< Energy Policy and Conservation Act. Pub. L. 
94-163. as amended by Pub. L. 94-365: as 
amended by Pub. L. 94-365; E O. 11790. 39 
KR 23165 ) 

In consideration of the foregoing, the 
proposed regulation for test procedures 
for conventional ranges, conventional 
cooking tops, conventional ovens, and 
microwave ovens published in 42 FR 
30627 et seq. (June 16. 1977) is corrected 
as set forth below. 


Issued in Washington. D.C.. July 1, 
1977. 


Ebic J. Fygi, 
Acting General Counsel , 
Federal Energy Administration. 


Section 4.5.2 of Appendix I Is delated 
and sections 4.1.4. 4.2.1.2. 4.5.3 and 4.5.4 
are corrected to read as follows: 


Arrtaorx I—Uniform Test Method rot Mujihino 
the Kkirov Conscmptiom or Co.wrntional 

RaIVGBA CONVTJmoNAL COOEIXO TOW, CoKTW- 
nOSJLL OVEKS. AMD MlCtH/WAVR OVEft* 


wh»n 

Fat - Ewrsy ronsumplion for lb# cat b«wun* vlrrocnU 
ft« tlrfiiMH) m 4 3 3 

Ktrrfrwal vnenry ron*iim*d by in ifnltlon dtvlc* 
of s tas hraiinc 

//.-CoiiTfr-ton (at tor of wait-hour* to Blu't (3 412 
Btu/Wh) 

#/- F.iUi## i/« or //#, th# vaIiw* of thr ru in tb# 
test AS iprrihrd tn 22 2 1 And 2 2 22. in BtU‘» 
prr siAj.dArd ruble Coot 
Ecr-FxTr. 
wbtrt 



where 

/*. - Any pilot kghu ru consumption defined in 
3 22 1. 

Z.*- KlApsrd lime of the cooking top pilot lights test 
as denned tn 3 12 1 

Tr - The tk|wd test Umi as defined in 331 


4 3 3 Specific mtenm at* rfinrnct Cftlrulat* thespecif¬ 
ic xnJcviremv* tfttt H-nty, r, for wh test food (0, and de¬ 
fined AS 

e *~ E. *3 

where 


8 -T. 1 . 0 CO 1 (Uve number of setxmdn in 1 h i 
(A//V.«- the mirrowin power out In waUs ai defined 
tn 4 At 

E* - the f«ern consumption &* defined in 3 23 
f. - the elApsed test tune as defined in 3 2 3 
414 \I<nmutr om» ri$It 4 efficiency CalrulAte the 
mirrmre oven rated efficiency, f (*•«), and defined M 




5 W/ 


m 


41 4 Contention^ Men annuel fcJ/cfrautvy rnetff 
rotiJMuipffott of a tnnlc mode/ Calculate the conventional 
oven annual seif cleaning energy consumption, &«, of 
the banc mode! tested, esprewed In kWh per year for 
electrical merry and Btu's per year for gas. and defined 
a* 

For conventional gas ovens; 


where 

m- 4 uh« numtwr o t test load *) 
r»-The spcrtftc uderowave «(!ta lenry as d*9itrd in 433 


|FR Doc.77-19426 Filed 7-7-77.8 45 am) 


(•I H 

wbrrv 

- Fnergy consumption in cubic fret of gas per oven 
tested according to 33.1.1. 

tts - Electrical energy consumed by an lguiUim devlre 
for live scif-r iraning operation of a conventional 
CM oven. 

//«- Conversion fia tor of watt-hours to Btu’s (3 412 
Btu/Wh). 

• //-//• or Itp, the heating value of the gas used In the 
test as specified in 22X1 and 22 22 In BUT* 
per standard cubic foot 


fl*ll (representative average number of timrs a self- 
cleaning operation of a conventional oven is used 
^ per year) 

a-Number of conventional ovens of the basic mode) 
tested 

For conventional electric ovens. 


E 



XSXC. 


when* 

Fm - Energy consumption In watt-hours per oven tested 
according toll ! | 

5—As defined above 
n-As defined above 

C- Ton verikm fartor o# wait# to kitowitui < CC*l W ,kW). 


4212 Oc* A rafter tltmmt efficiency CaSriilate the 
efficiency. Ffv$, of the gas heating clement under test, 
and defined aa 


Efot- Tx 


where 

IF»-Measnred weight of test block according to 33 2. tn 
pounds 

jfV-Specific heat of aluminum, 0.23 Bm'Ob -*F 
r*. - Temperature rise of the u*i blork final left 
temperature, Terr as determined In 3 22 mlhus 
the initial test block tmprrature, Tt 

E=UBcT-Rct)XH]+(B, c XH.). 


DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 
Food and Drug Administration 
[ 21 CFR Part 193 ] 

| FRL 756-7; KAP 3H5030. P7| 

TOLERANCES FOR PESTICIDES IN FOOD 
ADMINISTERED BY THE ENVIRONMEN¬ 
TAL PROTECTION AGENCY 

Proposed Food Additive Tolerance for 
Da la pon 

AGENCY: Office of Pesticide Programs. 
Environmental Protection Agency 
(EPA). 

ACTION: Proposed rule. 

SUMMARY: This notice proposes that 
a tolerance be established for residues 
of dalapon in potable water. The pro¬ 
posal was submitted by the U.8. Dept, of 
the Interior. This amendment will es¬ 
tablish a maximum permissible level for 
residues of dalapon in potable water. 

DATE: Comments must be received on 
or before August 8, 1977. 

ADDRESS: Send comments to: Federal 
Register Section. Technical Services Di¬ 
vision t WH-569). Office of Pesticide Pro¬ 
grams. EPA. Rm. 401 East Tower. 401 M 
Street SW., Washington DC. 20460. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Ms Patricia Critchlow. Registration 
Division < WH-587 >, Office of Pesticide 
Programs. EPA. <202/755-2516). 


SUPPLEMENTARY INFORMATION: 
On June 22. 1973. the EPA published In 
the Federal Register <38 FR 16418) a 
notice that the United States Department 
of the Interior <U8DI>. Bureau of Rec¬ 
lamation. Washington. DC 20240, had 
submitted a petition <FAP 3H5030). This 
petition proposed that 21 CFR 193 be 
amended by the establishment of a food 
additive tolerance for residues of the 
herbicide dalapon <2.2-dichloropropionic 
acid) in potable water at 0.2 part per 
million (ppm) when present therein as 
a result of the application of dalapon 
sodium-magnesium salt mixtures to ir¬ 
rigation canal and ditch banks. 

The data submitted in the petition and 
all other relevant material have been 
evaluated, and It Is concluded that the 
pesticide may be safely used In the pre¬ 
scribed manner when such use Is In 
accordance with the label and labeling 
registered pursuant to the Federal Insec¬ 
ticide. Fungicide, and Rodenticide Act, as 
amended <86 8tat. 973. 89 Stat. 751: 7 
UB.C. 136'a) et seq.). The toxicological 
data considered In support of the pro¬ 
posed tolerance were two mutagenicity 
tests in rats with a no-effect level of 
3.000 ppm for each, two 2-year rat feed¬ 
ing studies to Investigate tumor forma¬ 
tion. a 1-vear chronic dog-feedine study, 
and a rat teratology study. An adequate 
analytical method (gas chromatography) 
is available to enforce the proposed toler¬ 
ance. Tolerances have previously been 
established <40 CFR 180.150) for residues 
of dalapon from 75 ppm to 0.1 ppm 
(negligible residue) on a wide variety of 
crops. (A related proposed rulemaking 
document to amend 40 CFR 180.150 by 
establishing tolerances for residues of 
dalanon in or on a varletv of crops and 
cron groupings appears elsewhere In to¬ 
day’s Federal Register.) Therefore. It 
Is proposed that 21 CFR 193 be amended 
as set forth below. 

Any person who has registered, or sub¬ 
mitted an application for the registration 
of a pesticide under the Federal Insecti¬ 
cide. Rmglclde. and Rodenticide Act 
which contains any of the ingredients 
listed herein may request, on or before 
August 8. 1977, that this proposal be 
referred to an advisory committee in 
accordance with section 408<e) of the 
Federal Food. Drug, and Cosmetic Act. 

Interested persons are Invited to sub¬ 
mit written comments on the proposed 
regulation. Three copies of the com¬ 
ments should be submitted to facilitate 
the work of the Agency and of others 
interested tn inspecting them. The com¬ 
ments must bear a notation indicating 
both the subject and the petition/docu¬ 
ment control number. "PAP3H5030/P7." 
All written comments filed in response to 
this notice of proposed rulemaking will 
be available for public inspection In the 
office of the Federal Register Section 
from 8:30 a m. to 4 p m. Monday through 
Friday. 

Dated: June28. 1977. 

Douglas D. Campt, 

Acting Director . 

Registration Division . 
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<8ec. 409. Federal Pood. Drag, and Cosmetic 
Act (21 UJ5C 3481.) 

It Is proposed that Part 193. Subpart 
A. be amended by adding the new 1 193.- 
105 as follows: 

§ 193.105 Dalapon. 

A tolerance of 0.2 part per million Is 
established for residues of the herbicide 
dalapon <2,2-dichloropropionlc acid* in 
potable water when present therein as 
a result of the application of dalapon 
sodium-magnesium salt mixtures to irri¬ 
gation canal and ditch banks in the 
Western United States in programs of 
the Bureau of Reclamation. United 
Suites Department of the Interior. 

|FR Doc 77-19381 Filed 7-7-77:8 45 md| 

EQUAL EMPLOYMENT 
OPPORTUNITY COMMISSION 

[ 29 CFR Part 1601] 

706 AGENCIES 

Correction 

In FR Doc. 77-17469. appearing at 
page 31174 in the issue of Monday. 
June 20. 1977. the following correction 
should be made: 

Between the fifth and sixth lines of 
the footnote at the bottom of the sec¬ 
ond column, a line should 6e inserted 
reading, "comments pursuant to the no¬ 
tice must be”. 


ENVIRONMENTAL PROTECTION 
AGENCY 
[ 40 CFR Part 55 ] 

(FRL 757 8J 

GEORGIA; ENERGY RELATED 
AUTHORITY 

Proposed Revision to Compliance Date Ex¬ 
tensions for the Savannah Electric and 
Power Company’s Port Wentworth Sta¬ 
tion 

AGENCY: Environmental Protection 
Agency <EPA>, 

ACTION: Proposed rule. 

SUMMARY: This proposed rule will 
modify the dates that the Savannah 
Electric and Power Company's Port 
Wentworth. Georgia. Power Station 
Units I. 2, and 3 must convert to coal 
burning and be in compliance with all 
applicable air pollution requirements. 
These dates are to be modified to allow 
a three-month extension in constructing 
control equipment for Units 1 and 2, The 
control equipment for Unit 3 must be in¬ 
stalled one month ahead of the original 
schedule. 

DATES: Comments must be submitted 
by August 8. 1977. 

ADDRESSES: Comments should be sub¬ 
mitted to: Robert R. Geddis. Air En¬ 
forcement Division. Enforcement Divi¬ 
sion. U.S. Environmental Protection 
Agency. Region IV. 345 Courtland Street. 
NE^ Atlanta. Georgia 30308 <404 881- 
42531 


FOR FURTHER INFORMATION CON¬ 
TACT: 

Paul J. Traina. Director. Enforcement 
Division. U.S. Environmental Protec¬ 
tion Agency. Region IV, 345 Courtland 
Street NE., Atlanta. Georgia 30308 
**(404/881-22111. 

SUPPLEMENTARY INFORMATION: 
On December 17. 1976. John 'Quarles, 
Acting Administrator of EPA, Issued 
compliance date extensions <41 FR 
55191» to the Savannah Electric and 
Power Company's Port Wentworth Gen¬ 
erating Station for Units 1. 2. and 3. 
located in Chatham County. Georgia. 
Each unit w*as required to be equipped 
with air pollution control devices by spe¬ 
cific dates, before converting to coal 
burning The Savannah Electric and 
Power Company informed EPA on March 
4. 1977. that the construction time for 
the control equipment for Units 1 and 2 
would have to be extended three months 
and the donstruction of control equip¬ 
ment for Unit 3 would be completed one 
month ahead of the date originally 
scheduled EPA is considering the ap¬ 
proval of the modification of the con¬ 
struction dates and is reviewing the 
documentation submitted by Savannah 
Electric. Tills documentation indicated 
that the schedule had to be adjusted be¬ 
cause a new* contractor was selected to 
install the control equipment. 

Ail other conditions of the original 
compliance date extension will remain 
in elTect, including the requirement U* 
maintain compliance with all applicable 
air pollution regulations by continuing 
to bum oil until the construction of the 
control equipment is completed 
Accordingly, it is proposed that Part 
55 of Chapter I. Title 40. Code of Fed¬ 
eral Regulations, be amended by revising 
subdivisions (ill), (iv>, <vlJ, and <vii) of 
$ 55.570(a) <1) to read as follows: 

Subpart L—Georgia 

§ 55.570 Omiplijsnrr <latr rxtrrtMon*. 

<ai • • * 

(!>••• 

MU) August l. 1977. Initiate site prep¬ 
aration toward installation of particulate 
emission control equipment for Units 1. 
2. and 3 

(iv> April 1. 1978 . Initiate on-site con¬ 
struction or installation of particular 
emission control equipment for Units 1 
2. and 3. 

<v|i August t. 1978 <Unit J>, Septem¬ 
ber /. 1978 (Unit 2), October /. 1978 
iC/nif Ji. Complete on-site construc¬ 
tion or installation of particulate emis¬ 
sion control equipment and initiate use 
of such equipment. 

(villi October IS. 1978 (Unit I*. No¬ 
vember IS. 1978 <Unit 2). December 31. 
1978 iUnit J>. Complete shakedown op¬ 
erations and performance tests on the 
control equipment required by this sub- 
paragraph: also, demonstrate compliance 
with section 391-3-1- 02(2) d of the Geor¬ 
gia Rules and Regulations for Air Quality 
Control and certify such compliance to 


the Director of the EPA Region IV En¬ 
forcement Division. 


ISfts, no. 119. 301, Ctesn Air Act (42 U 8.C 
1857C-5. 1857C-10. 1857q).) 

Dated; June 29. 1977. 

John A. Little, 
Acting Regional Administrator. 

(FR Doc 77-19422 Filed 7-7-77:8*45 am| 


[ 40 CFR Part 180 ] 

| FRL 759- 3 , OPP 2000231 

TOLERANCES AND EXEMPTIONS FROM 
TOLERANCES FOR PESTICIDE CHEMI 
CALS IN OR ON RAW AGRICULTURAL 
COMMODITIES 

Proposed Amendment to Tolerance 
Regulation for Pesticide Chemical Naled 

AGENCY: Office of Pesticide Prograntv 
Environmental Protection Agency 
<EPA>. 

ACTION: Proposed rule. 

SUMMARY: This notice proposes that 
established tolerances for naled be 
amended to (1 > correct error in the regu¬ 
lations. <2» update the regulations, and 
(3) editorially revise the format. This 
proposed amendment will provide the 
public with more accurate information 
in an easier to read style. 

DATE Comments must be received on 
or before August 8.1977. 

ADDRESSES: Federal Register Section 
Technical Services Divisions (WH-569), 
Office of Pesticide Programs, Environ¬ 
mental Protection Agency. Rm 401. Ear : 
Tower, 401 M Street SW- Washington 
D C. 20460. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Jan B. Wine. Federal Register Section 
at the address above or by telephone 
at 202-755-4854 

SUPPLEMENTARY INFORMATION 

As announced on October 27. 1976 (41 
Fit 47076), the Environmental Protec¬ 
tion Agency <EPA) is reformatting the 
nesticide tolerance regulations contained 
in 40 CFR Part 180. The current narra¬ 
tive paragraphs are being put into nn 
alphabetized columnar listing for the 
purpose of providing orderly develop¬ 
ment of and/or amendments to the reg¬ 
ulations. furnishing ample room for ex¬ 
pansion in the years ahead, and provid¬ 
ing the public and affected parties with 
regulations that are easier to read In 
addition to editorial revisions, certain 
section titles are being amended by sub¬ 
stituting acceptable common names for 
antiquated and unacceptable pesticide 
chemical names where appropriate, and 
the regulations are being updated and 
corrected where necessary. 

It is proposed that (1> $ 180.215 be 
reformatted. (2) 5 180 319 be amended 
to correct an error in the regulation^ 
and (31 I 180 215 be amended to update 
the record 
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In June 1974. the Agency amended 40 
CFR 180-215 In response to a petition 
<1F1078> filed by Chevron Chemical Co, 
940 Hensley Street. Richmond. CA 
94804 Interim tolerances for naled resi¬ 
dues In or on certain raw agricultural 
commodities were established pending 
review and completed action on this pe¬ 
tition and others submitted to the 
Agency In addition, the petition sub¬ 
mitted by Chevron also included a pro¬ 
posal for a permanent tolerance for 
residues of naled in or on soybeans which 
was subsequently withdrawn by the pe¬ 
titioner. Therefore, f 180.319 should 
have been amended to delete the interim 
tolerances for beans, peas, and soybeans 
at the time $ 180.215 was amended <39 
FR 22423) by establishing permanent 
tolerances for residues of naled in or on 
the raw agricultural commodities beans 
succulent) and peas (succulent) at 0.5 
part per million. 

On January 29. 1975. the Agency 
amended 40 CFR 180 215 (40 FR 4273) 
in response to two petitions (PP0F00975 
and PP1F111) also filed by Chevron 
Chemical Co. Permanent tolerances were 
established for all remaining interim 
tolerances found in 8ectlon180319. 
However, amendments to 40 CFR 180.- 
319 were once again overlooked 

Therefore, it is proposed at this time 
that \ 180.319 be amended to delete oil 
interim tolerances shown for the pesti¬ 
cide naled 

It is also proposed that { 180.215 be 
amended to eliminate a contradlcatior 
contained in the regulation pertaining 
to the established tolerance of 0.05 ppm 
for almonds (hulls) and almonds (nuts) 
and the established tolerance of 0.5 ppm 
for "all raw agricultural commodities, 
except those otherwise listed in this sec¬ 
tion. from use of the pesticide for area 
pest (mosquito and fly) control/',To 
make the minimum tolerance uniform 
for residues of naled on growing crons, 
regardless which registered use of naled 
causes such residues, the established tol¬ 
erances for almonds (hulls) and almond 
• nuts) are being increased from 0 05 to 
0.5 ppm. Furthermore, to clarify the sit¬ 
uation of the established tolerances of 
0 05 ppm for eggs milk, and the fat. 
meat, and meat byproducts of live¬ 
stock and poultry with respect to 
40 CFR 180.6. the introductory para¬ 
graph to t 180.215 Is being revised 
to include residues which may re¬ 
sult from direct application to live¬ 
stock and poultry. In addition, since 
available toxicity data now include long¬ 
term feeding studies which were used to 
support non-negligible residues of naled 
in or on raw agricultural commodities 
such as oranges, spinach, and turnips 
at 3 ppm. the negligible residue desig¬ 
nator "N" is being removed. It has been 
determined that these proposed changes 
and clarifications will protect the pub¬ 
lic health. 

Any person who has registered or sub¬ 
mitted an application for registration of 
a pesticide under the Federal Insecticide. 
Fungicide, and Rotentlcide Act which 
contains any of the ingredients listed 
herein may request, on or before August 


8. 1977. that this proposal be referred 
to an advisory committee in accordance 
with Section 408(e) of the Federal Food. 
Drug, and Cosmetic Act. 

Interested persons are invited to sub¬ 
mit written comments on the proposed 
regulation. Three copies of the comments 
should be submitted to facilitate the 
work of the Agency and of others inter¬ 
ested in inspecting them. The comments 
should bear a notation indicating the 
subject and document control number 
*'OPP-280023 M . All written comments 
filed pursuant to this notice will be avail¬ 
able for public Inspection In the office 
of the Federal Register Section from 8:30 
a m. to 4 p.m. Monday through Friday. 

Dated: June28,1977. 

Douglas D. Campt. 

Acting Director . 

Registration Division. 

It is proposed that Section 180.215 be 
amended by revising the entire section to 
read as follows: 

§ 180.215 Naled; tolerance* for residue*. 

Tolerances are established for residues 
of the insecticide naled il^-dibramo-2. 
2-dichloroethyl dimethyl phosphate) and 
its conversion product 2.2-dichlorovlnyl 
dimethyl phosphate, expressed as naled, 
resulting from the application of the 
pesticide to growing crops or from 
direct application to livestock and poul¬ 
try. in or on the following raw agricultu¬ 
ral commodities: 

Parts per 


Commodity: million 

Almonds (hulls)- 0.6 

Almond* (nuU).. - - 0.5 

Deans (dry).. - 0.5 

Deans (succulent) . 0.5 

Beets, sugar, roots - — 0. 5 

Beets, sugar, tops .. 0. 6 

Broccoli _.....— .. 1 

Brussels sprouts - 1 

Cabbage . 1 

Cattle, fat . 0. 05 

Cattle, mbyp... —... 0 05 

Cattle, meat - 0. 05 

Cauliflower _ 1 

Celery ......................... 3 

Collar da . 3 

Cottonseed __ 0 5 

Cucumber*. .. 0.5 

Eggplant ------ 0. 5 

Eggs .. .. 0. 05 

Goats, fat --- 0.05 

Goats, mbyp - 0. 05 

Goats, meat.___ _ 0.05 

Grapefruit - - -- 3 

Grapes ---- 0.5 

Grasses, forage.. -- 10 

Hogs, fat . 0 05 

Hogs, mbyp...- 0.05 

Hogs, meat - 0.05 

Hops ----- 0.5 

Homes, fat ---......... 0.05 

Horses, mbyp _...- 0.06 

Horses, meat -........... 0.05 

Kale ..... 3 

Legume*, forage .. — 10 

Lemons _......-- 3 

Lettuce ....-—.- 1 

Melons ____ 0.5 

Milk ... 0 05 

Mushrooms —.........-- 0.5 

Oranges ....- — 3 

Peaches -....- 0. 5 

Peas (succulent) -- 0.5 

Peppers _......—--— 0.5 

Poultry, fat .. 0 05 


Commodity: 

Poultry, mbyp.... 

Poultry, meat- 

Pumpkins . 

Rice ......_ 

Safflower, seed- 

Sheep, fat....... 

Sheep, mbyp_ 

Sheep, meat...... 

Spinach_... 

Squash, summer. 
Squash, winter... 
Strawberries .... 

Swiss chard..- 

Tangerines -_ 

Tomatoes__ 

Turnips, tope- 

Walnuts. 


Parts per 
million 
... 0.05 

... 005 

... 0.5 

... 0.5 

... 0.6 
... 005 

... 0.05 

... 0.05 

3 

_ 0.5 

... 0.6 

1 

3 

3 

... 0.5 

3 

__ 0. 5 


A tolerance of 0.5 part per million is 
established for the pesticide naled In or 
on all raw agricultural commodities, ex¬ 
cept those otherwise listed In this sec¬ 
tion, from use of the pesticide for area 
pest tmosquito and fly) control. 

S 180.319 | Amended 1 

It Is proposed that § 180-319 be 
amended by deleting the substance naled 
and corresponding tabular material 
from the regulation. 

I PR Doc 77-19415 Filed 7-7-77:0 :45 am| 


[ 40 CFR Part 180 ] 

IPF3E1385/P43: FRL 758-81 

PESTICIDE PROGRAMS 

Tolerances and Exemptions from Toler¬ 
ances for Pesticide Chemicals In or on 
Raw Agricultural Commodities; Proposed 
Tolerances for the Pesticide Chemical 
Da Upon 

AGENCY: Office of Pesticide Programs. 
Environmental Protection Agency 
(EPA). 

ACTION: Proposed rule. 

SUMMARY: This notice proposes that 
tolerances be established for residues of 
the herbicide dalapon in or on a variety 
of crops and crop groupings. This pro¬ 
posal was submitted by the U.S. Depart¬ 
ment of the Interior. The proposal will 
permit the safe use of dalapon on irri¬ 
gation ditch banks in the western United 
States in programs of the Bureau of 
Reclamation. 

DATE: Comments mast be received on 
or before August 8,1977. 

ADDRESS: Send comments to: Federal 
Register Section. Technical Services Di¬ 
vision <WH-569). Office of Pesticide Pro¬ 
grams. EPA. Rm. 401. East Tower, 401 
M St. SW.. Washington. DC. 20460. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Ms. Patricia Critchlow. Registration 
Division ( WH-567 >, Office of Pesticide 
Programs. EPA, (202-765-2516). 

SUPPLEMENTARY INFORMATION: 
The United States Department of the In¬ 
terior < USDI >. Bureau of Reclamation, 
Washington. DC 20240. has submitted a 
pesticide petition fPP 3E1385) to the 
EPA. This petition requests that the Ad¬ 
ministrator. pursuant to section 406(c) 
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PROPOSED RULES 


of the Federal Food. Drug and Cosmetic 
Act* propose that 40 CFR 180.150 be 
amended by the establishment of toler¬ 
ances for residues of the herbicide dala- 
pon (2.2-dichloropropionic acid) result¬ 
ing from application of dalapon sodium- 
magnesium salt mixtures to irrigation 
ditch banks in the western United States 
In programs of the USDI Bureau of Rec¬ 
lamation in or on the following raw 
agricultural commodities and commodity 
groups: 

Flaxseed, forage grasses, forage leg¬ 
umes. and wheat at 2 parts per million 
<ppm>. 

Cucurbits, grain crops (except wheat), 
leafy vegetables, and seed and pod veg¬ 
etables at 0.5 ppm 

Avocados, citrus fruits, cottonseed, 
fruiting vegetables, hops. nuts, pome 
fruits, root crop vegetables, small fruits, 
and stone fruits at 0.2 ppm. 

The data submitted in the petition and 
all other relevant material having been 
evaluated, it has been concluded that the 
tolerances established by amending 40 
CFR 180 150 will protect the public 
health. The toxicological data considered 
in support of the proposed tolerances 
were two mutagenicitv tests in rats 
with a no-effect level of 3.000 ppm 
for each, two 2-year rat feeding 
studies to investigate tumor forma¬ 
tion. a 1-year chronic dog-feeding 
study, and a rat teratology study. An ad¬ 
equate analytical method (gas chroma¬ 
tography) is available to enforce the pro¬ 
posed tolerances. Tolerances have pre¬ 
viously been established for residues of 
dalapon from 75 ppm to 0.1 ppm (negli¬ 
gible residue) on a aide variety of crops. 
In addition, it is being proposed that the 
negligible residue designator (“N”) be 
removed from the existing tolerances 
since long-term feeding studies are now 
available. Existing tolerances arc ade¬ 
quate to cover residues which may result 
in eggs. milk. meat, and poultry as delin¬ 
eated in 40 CFR 180 6(a)(2). (A related 
document proposing the establishment of 
a food additive tolerance for residues of 
dal anon in potable water appears under 
21 CFR Part. 193 in this Federal Regis¬ 
ter ) The EPA proposes, therefore, that 
the tolerances be established as set forth 
below. 

Any person who has registered, or sub¬ 
mitted an application for the registra¬ 
tion of a pesttcid#* under the Federal In¬ 
secticide. Fungicide, and Rodentictde Act 
which contains any of the ingredients 
listed herein may reouest. on or before 
August 8.1977. that this rulemaking pro¬ 
posal be referred to an advisory com¬ 
mittee In accordance with section 408(e) 
of the Federal Food. Drug and Cosmetic 
Act. 

Interested persons are Invited to sub¬ 
mit written comments on the proposed 
regulation to the Federal Register Sec¬ 
tion, Technical Service® Division (WH- 
569). Office of Pesticide Programs, EPA. 
Room 401, East Tower, 401 M St. SW.. 
Washington DC 20460. Three copies of 
the comments should be submitted to 
facilitate the work of the Agency and of 
others interested in inspecting them 


The comments must be received on or 
before August 8. 1977. And should bear 
a notation indicating both the subject 
and the petition/document control num¬ 
ber. "PP3E1385/43”. All written com¬ 
ments filed in response u> this notice of 
proposed rulemaking will be available for 
public inspection in the office of the Fed¬ 
eral Register Section from 8:30 a m. to 
4 pm Monday through Friday. 

Dated June 28.1977. 

Douglas D. Campt. 

Acting Director , 
Registration Dixrision 

(Sec 408(e). Federal Food. Drug, and Cos¬ 
metic Act (21 U 8.C. 346a(e)) . 

It is proposed that Part 180. Subpart 
C. 8ectlon 180.150 be revised (D by des¬ 
ignating the existing tolerances as para¬ 
graph (a>. (2) by deleting the negligible 
residue designation C'N"). (3) by estab¬ 
lishing the new paragraph <b) contain¬ 
ing tolerances for residues of dalapon 
resulting from application of delapon so¬ 
dium-magnesium salt mixtures to irri¬ 
gation ditch banks in the western United 
States in programs of the USDI Bureau 
of Reclamation, and (4) by editorially 
restructuring paragraph <a> into a tab¬ 
ular alphabetized listing, to read as 
follows: 


§ 180.ISO Dalapon; tolerance* for real- 
dur». 

(a) Tolerances are established for res¬ 
idues of the herbicide dalapon (2,2-dl- 
chloropropionic acid> resulting from 
application of dalapon sodium salt or 
sodium-magnesium salt mixtures in or 
on the following raw agricultural com¬ 
modities: 


Commodity 

Almonds .........—.... 

Almonds, hulls- 

AppJe* . 

Apricot*-............. 

A*parmgu* -— 

Bananas ................ 

Bean* --—.... 

Beans, straw....- 

Beets, sugar (roots)...... 

Beets, sugar (tops)- 

Cattle, mbyp___ 

Cattle, meat_..._... 

CofTee bean*_... 

Corn. ear. dried (K + C).„. 

Corn, fodder--- 

Coni, forage-- 

Corn, fresh (Including 

K+CWHR). 

Com. grain..... 

Cottonseed ____ 

Cranberries _____ 

Egg" . 

Flaxseed _ 

Goats, mbyp... 

Goats meat____ 

0 rape fruit ___ 

Grape* _ 

Grasses, pasture___ 

Oras&es. range...._ 

Hog*, mbyp.. 

Hog*, meat..._... 

Lemons___ 

Limes .........._...... 

Muradamia nuts......... 

Milk . 

Oranges . ..._ 

Peaches_____ 


Parts per 
million 

. 10.0 

.. 50 0 

_ 3 0 

.. 10 

. 30 0 

. 6.0 

_ 1.0 

_ 1.0 

.. 6.0 

.. 5.0 

..a 

..a 

.. 2.0 

.. 10.0 

_ 5.0 

.. 6.0 

sweet 

. 5.0 

__ 10, 0 

.. 35.0 

.. 6.0 

.. 3 

.. 76. 0 

.a 

..2 

.. 5.0 

. 3.0 

.. 10 0 

. 10.0 

..a 

.2 

. 5.0 

. 5.0 

.. 10 

..1 

. 50 

. 15.0 


Parts per 


Commodity :. million 

Pear* . 3.0 

Pears, shelled ___ 15.0 

Peas, unshelled _ 15.0 

Pea*, vine, with pod _... 15 0 

Peas. vine, without pod.... __ 15 0 

Pecans _ I 

Pineapples ..................... 3.0 

Plums _ 1.0 

Potatoes ..... 10.0 

Poultry, (excluding kidney) . 3 0 

Poultry, kidney........ 9 0 

Sheep, mbyp . .2 

Sheep, meat .. 2 

Sorghum - 1. 0 

Sorghum, forage . 5.0 

Soybean* .. 1. 0 

Soybeans, straw . 10 

Sugarcane .. . 1 

Tangerines ... 6.0 

Walnut* _ __ 5.0 


<b> Tolerances are established for res¬ 
idues of dalapon (2.2-dichloropropionlc 
acid) resulting from application of dala¬ 
pon sodium-magnesium salt mixtures to 
irrigation ditch banks in the western 
United States, In programs of the U.S 
Department of the Interior Bureau of 
Reclamation, in or on the following raw 
agricultural commodities. Where toler¬ 
ances are established at higher level*, 
from other uses of dalapon on the sub¬ 
ject crops, the higher tolerance applies 
also to residues from the irrigation ditch 
bank use. 

Part t per 


Commodity tnl/hon 

Avocado** ...........-...... 0.2 

Citrus frutU.. .2 

Cottonseed_...._... .2 

Cucurbits .. 5 

Flaxaecd .... 2 0 

Fruits, pome... .2 

Fruits, small- 2 

FrutU, atone.__ ...... 2 

Grain crops (exc wheat)_*. 6 

Orasscft, forage..*_ 2.0 

Hops ..........._.....— 2 

Legume*, forage_ 2.0 

' Nuts . .2 

Vegetable*, fruiting..... .2 

Vegetables, leafy_..._ .6 

Vegetables, root crop_ .2 

Vegetable*, seed and pod_.... . 5 

Wheat . 2.0 


|FR Doc.77-19374 Filed 7-7-77:8:45 am| 


INTERSTATE COMMERCE 
COMMISSION 
[49 CFR Parts 1047, 1082] 

(Nos MC-C-3437. MC-C^4000| 

MOTOR TRANSPORTATION OF PROPERTY 
INCIDENTAL AND PASSENGERS INCI 
DENTAL TO TRANSPORTATION BY 
AIRCRAFT 

Extension of Comment Period 

AGENCY* Interstate Commerce Com¬ 
mission 

ACTION: Proposed rule. 

SUMMARY: At the request of Todd A 
Peterman. Representative of American 
Trucking Associations, Inc., the time for 
filing comments In the above-entitled 
proceeding <42 FR 26667. May 25, 1977) 
has been extended from August 8. 1977. 
to September 7, 1977 No further exten¬ 
sions. 

DATES: Comments must be received on 
or before September 7. 1977 
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ADDRE8SES: Send comments to: In¬ 
terstate Commerce Commission, 12th 
and Constitution Avenue, Washington. 
DC 20423. All written submissions will 
be available for public inspection during 
regular business hours at the same ad¬ 
dress. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Michael Erenberg, Assistant Deputy, 
Director, Section of Operating Rights, 
Office of Proceedings *202-275-7292). 

H. J Homme, Jr., 
Acting Secretary. 

JFR Doc 77-19537 Filed 7-7-77:8:45 am) 


[ 49 CFR Part 1331 ] 

|Ex Parte No 297 (Sub-No. 2)] 

NOTIFICATION OF RATE PROPOSALS FOL¬ 
LOWING PRIOR INDEPENDENT ACTION 

Petition for Rulemaking 

AGENCY: Interstate Commerce Com¬ 
mission. 

ACTION: Proposed rule. 

SUMMARY: On petition by the US. De¬ 
partment of Justice the Commission is 
considering whether to prescribe a rule 
prohibiting rate bureaus from publishing 
changes or modifications to independ¬ 
ently established rates and related mat¬ 
ters of member carriers without the 
specific consent of such carriers. This 
rule will have the efTect of eliminating 
the practice of changing or modifying 
independently established rates without 
the specific consent of carriers. 

DATES: Statements of intent to partici¬ 
pate In support or opposition are due on 
or before July 28,1977. 

ADDRESS: 8end statements of intent to 
participate to: Office of Proceedings, 
Room 5342, Interstate Commerce Com¬ 
mission, Washington. D.C. 20423. 

FOR FURTHER INFORMATION: 
Deputy Director Roscnak or Assistant 
Deputy Director Oobetz. Section of 
Rates, Office of Proceedings. Interstate 
Commerce Commission, Washington. 
D.C. 20423, 202-275-7693. 

S UPPLEME NTARY INFORMATION: 
The United 8tatcs Department of Justice 
has petitioned the Interstate Commerce 
Commission to prescribe a proposed rule 
reading as follows: 

No rate bureau may publlah any tariff 
which ha# the effect of changing or modify¬ 
ing any rate, term, or condition of an exiting 
tariff, which rate, term or condition was a 
rccult of the excrrUe of independent action 
by a member of the rate bureau, unless the 
rate bureau stall have first noticed such 
member that a proposed tariff will change 
or modify the rate, term or condition which 
resulted from that member's exercise of in¬ 
dependent art Ion and shall have obtained the 
member's written consent to the change or 
modi Scat ton. 

Petitioner alleges that rate bureaus 
often cancel or change Independently es¬ 
tablished rates of member carriers with¬ 
out the acquiscience or knowledge of such 
carriers. It will submit evidence illustrat¬ 


ing this practice if the petition is granted 
and a proceeding Instituted. This prac¬ 
tice. petitioner argues, hinders a carrier's 
right of independent action recognized 
in section 5a(6) of the Interstate Com¬ 
merce Act (49 U.8.C. 5 5b) and in Ex 
Parte 297, Rate Bureau Investigation, 351 
IC.C. 437 <1976>. It maintains that the 
proposed rule is intended to curb the 
practice. 

The matter submitted by petitioner has 
been variously raised in certain section 
5a amendatory agreement application 
proceedings presently pending before the 
Commission. Consideration and disposi¬ 
tion of the matter in a single proceed¬ 
ing upon a full and complete record will 
avoid piecemeal litigation and avoid the 
expenditure of unnecessary time and ex¬ 
pense to all parties concerned and the 
Commission. 

Not*.—T his Is not a major Federal action 
significantly affecting the quaiKy of the 
human environment within the meaning of 
the National Environmental Policy Act of 
1969. 

By the Commission. (Commissioners 
Hardin and Christian were absent and 
did not participate.) 

H. G. Homme. Jr.. 

Acting Secretary . 

| PR Doc.77-19365 Filed 7-7-77; 6 45 am 1 


DEPARTMENT OF COMMERCE 

National Oceanic and Atmospheric 
Administration 

[50 CFR Part 611] 

FOREIGN FISHING VENTURES WITHIN 
U.S. FISHERY CONSERVATION ZONE 

Advance Notice of Proposed Rulemaking 

AGENCY: National Marine Fisheries 
8ervice, National Oceanic end Atmos¬ 
pheric Administration, U.8. Department 
of Commerce. 

ACTION: Advance notice of proposed 
rulemaking. 

SUMMARY: Announcement is made 
of six* of a number of public hearings to 
consider the desirability of rulemaking 
and other possible courses of action under 
the Fishery Conservation and Manage¬ 
ment Act of 1976 ("the Act") for dealing 
with business arrangements involving the 
purchase of fish by foreign buyers from 
U.8. fishermen. These particular hearings 
will be held by the National Marine Fish¬ 
eries Service (NMFS>. These hearings 
will assist the Secretary of Commerce in 
establishing a national policy regarding 
such business arrangements, whose po¬ 
tential effects appear in some cases con¬ 
sistent and in other cases inconsistent 
with the purposes and policies of the Act. 
DATES. TIMES, AND LOCATIONS: 
Public hearings will be held: 

On August 8, 1977. at New England 
Aquarium, Central Wharf, Atlantic Av¬ 
enue. Boston, Massachusetts 02110. 

On August 9, 1977. at Recreation Hall. 
30 Federal Street, Brunswick, Mame 
04011. 


On August 16. 1977, at Thomas Nelson 
Community College. Room 100, Hampton. 
Virginia 23670. 

On August 17. 1977. at King’s Grant 
Motel (Conference Room to be posted). 
Route 70 and River Road. Point Pleasant. 
New Jersey 08742. 

On August 18. 1977, at 6outhhampton 
Inn (Conference Room to be posted*. 91 
Hill Street. Southampton. Long Island. 
New York 11968. 

On August 19. 1977. at Newport Tread¬ 
way Inn, on the Harbor, The Marine 
Suite. Newport, Rhode Island 02840. 

The hearings will begin at 7:30 p.m. 
and will continue until all testimony is 
received. The hearings will terminate, 
however, by 10:00 pjn. 

In addition to oral testimony, written 
comments also are solicited. These may 
be submitted to the address shown below 
no later than August 29.1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Mr. William G. Gordon, Regional Di¬ 
rector. Northeast Region. National Ma¬ 
rine Fisheries Service. Federal Build¬ 
ing. 14 Elm Street. Gloucester. Massa¬ 
chusetts 01930, Telephone: (617> 281- 
3600. 

SUPPLEMENTARY INFORMATION: 
During the hearings we w ill seek to eval¬ 
uate transactions at sea between foreign 
support vessels and U S. fishing vessels, 
particularly the foreign purchase of U 8 
caught fish. Possible courses of action 
would include, among other things: 

(a> Modifying existing preliminary 
management plans and regulations dur¬ 
ing 1977: 

(b> Changing optimum yield state¬ 
ments with, or without, new biological, 
social, or economic data: 

(c) Adjusting existing foreign alloca¬ 
tions; 

(d> Modifying existing permits and 
issuing new ones; 

(e> Establishing a long-range policy 
for US. and foreign Joint participation 
in fishing ventures under both prelimi¬ 
nary and fishery management plans: and 
(f> Taking such other related steps 
as may be appropriate. 

A detailed explanation of the issues 
and options to be discussed at these pub¬ 
lic hearings may be found at 42 FR 30875. 
30876. Friday, June 17. 1977. The NMFS 
presently has no additional information 
which would be helpful to the public in 
updating or expanding upon that ex¬ 
planation. 

Dated: July 6, 1977. 

Winfred H. Meibohm 

Associate Director, 
National Marine Fisheries Service. 

(FR Doc.77-19825 Filed 7-7-77.8:45 nn) 


[50 CFR Part 611] 

FOREIGN FISHING VENTURES WITHIN 
U.S. FISHERY CONSERVATION ZONE 

Advance Notice of Proposed Rulemaking 

AGENCY: National Marine Fisheries 
Service, National Oceanic and Atmos- 
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penc Administration. U.S Department 
of Commerce. 

ACTION: Advance notice of proposed 
rulemaking. 

SUMMARY: Announcement is made of 
five of a number of public hearings to 
consider the definability of rulemaking 
and other possible courses of action 
under the Fishery Conservation and 
Management Act of 1978 rthe Act") for 
delaing with business arrangements In¬ 
volving the purchase of fish by foreign 
buyers from U.S. fishermen These par¬ 
ticular hearings will be held jointly by 
the National Marine Fisherels Service 
< NMFS > and the North Pacific Regional 
Fishery* Management Council. These 
hearings will assist the Secretary’ of Com¬ 
merce in establishing a national policy 
regarding such business arrangements, 
whose potential effects appear in some 
cases consistent and in other cases in¬ 
consistent with the purposes and policies 
of the Act. 

DATES, TIMES* AND LOCATIONS; 
Public hearings will be held: 

On August 3, 1977. at City Council 
Chambers. Petersburg. Alaska 99833 

On August 5-8. 1977. at Sea-Tak Hil¬ 
ton Hotel (Conference Room to be 


PROPOSED RULES 


posted •. 17620 Pacific Highway. South. 
Seattle. Washington 98183 
On August 22. 1977. at Supreme Court 
Chambers, State Court Building, 3rd and 
K Streets. Anchorage. Alaska 99501 
On August 23. 1977. at Sand Point City 
Hall. Sand Point. Alaska 99661 
On August 24. 1977. at Kodiak Elks 
Club. Kodiak. Alaska 99615. 

Hearings will begin at 9:00 am. and 
will continue until all testimony is re¬ 
ceived. The hearings will terminate, 
however, by 5:00 p.m. 

In addition to oral testimony, written 
comments also are solicited. These may 
be submitted to the address shown below 
no later than September 2. 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Mr. Phillip Chitwood. Fisheries Re¬ 
search Administrator. Alaska Region, 
P O. Box 1668. Juneau. Alaska 99801. 
Telephone: (907» 588-7221. 

SUPPLEMENTARY INFORMATION: 
During the hearings we will seek to eval¬ 
uate transactions at sea between foreign 
support vessels and U.S. Ashing vessels, 
particularly the foreign purchase of U.S. 
caught fish. Possible courses of action 
would include, among other tilings: 
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<a> Modifying existing preliminary 
management plans and regulations dur¬ 
ing 1977; 

<b> Changing optimum yield state¬ 
ments with, or without, new’ biological 
social, or economic data: 

Adjusting existing foreign alloca¬ 
tions; 

(d> Modifying existing permits and Is¬ 
suing new’ ones ; 

<e) Establishing a long-range policy 
for U.S. and foreign joint participation 
In fishing ventures under both prelimi¬ 
nary and fishery management plans; and 

<f > Taking such other related steps as 
may be appropriate. 

A detailed explanation of the issues 
and options to be discussed at these pub¬ 
lic hearings may be found at 42 FR 
30875. 30876. Friday. June 17. 1977 The 
NMFS presently has no additional In¬ 
formation which would be helpful to the 
public in updating or expanding upon 
that explanation. 

Dated: July 6.1977. 

WlNFBXD H. Ml.1 BOH M 

Associate Director. 

National Marine Fisheries Service 

(FR Doc.77-19626 Filed 7-7-77:8:45 ami 
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administrator, emergency 

NATURAL GAS ACT OF 1977 

| Docket No E77-125| 

AMINOIL, U.S.A. 

Emergency Order 

On June 21. 1977. Aminoil. U.S.A. 

• Aminofl) filed, pursuant to section 6 of 
the Emergency Natural Gas Act of 1977 

* Act). Pub. L. 95-2 <91 Stat 4 C1977)) a 
petition seeking assistance in obtaining 
the transportation charges of Pacific Gas 
and Electric Company *PG&E> which are 
necessary prior to the approval of the 
sale of natural gas from Aminoil to Nat¬ 
ural Gas Pipeline Company <Natural’. 

Specifically. Aminoil requests that 
PGtiE provide the following information: 

1 1) The information necessary to es¬ 
tablish a point of connection on PO&E’s 
line in section 8. 2 N.. 3 E. near the 
Union Scapesl well on its lines in Contra 
Costr. County. California. 

<2> The information necessary to es¬ 
tablish another point of connection on 
PG4.Es lines In Solano County. Cali¬ 
fornia on the cast side of section 6. 6 N.. 
2 E. 

13 p A determination by PG4.E as to 
the day on which delivery of gas can 
commence. 

Pursuant to section 6<c>< 1 > of the Act. 
I hereby order PGfcE to submit the re¬ 
quested information to Aminoil within 
48 hours of issuance of this order. 
Further, should Aminoil determine that 
either or both of these connections are 
feasible, pursuant to section 6<c)<X> of 
the Act. I order PGkE to transport said 
gas for Natural’s account. 

This order is issued pursuant to the au¬ 
thority delegated to me by the President 
in Executive Order No. 11969 < February 
2, 1977). and shall be served upon 
Aminoil. Natural, and PG&E. This order 
shall also be published in the Federal 
Register. 

This order and authorization granted 
herein are subject to the continuing au¬ 
thority of the Administrator under Pub. 
L. 95-2 and the rules and regulations 
which may be issued thereunder 

Richard L. Dunham. 

Administrator. 

June 30. 1977. 

|FR Doc 77-19461 Filed 7-7 77.8 45 am| 


lOocket No E77-I21I 

TUCO, INC., AND LLANO, INC. 
Supplemental Emergency Order; Correction 

In FR Dec. 77-17786. appearing on 
page 31611 in the issue of Wednesday. 


June 22. 1977. please change the word 
"Eddy" to **Lea, ,% Line 5 in the second 
complete paragraph on page 31611 of the 
order issued June 15. 1977. in Docket No. 
E77-121. TV CO, Inc., and Llano . Inc. 
Please change the words ‘ TUCO—Nat¬ 
ural delivery point” to '’delivery point on 
TUCO’s line at Section 12. Township 18 
South. Range 27 East, Eddy County. New 
Mexico" line 6 in the second complete 
paragraph on page 31611. 

That sentence should read :"Llano will 
transport up to 10.000 Mcfd of the sub¬ 
ject gas from TUCO’s storage in Lea 
County. New Mexico, to the delivery 
point on TUCO’s line at Section 12, 
Township 18 South. Range 27 East. Eddy 
County, New Mexico." 

Richard L. Dunham. 

Administrator. 

Junk 30. 1977. 

|FR Doc.77-19462 Filed 7-7-77;8:43 am) 


DEPARTMENT OF AGRICULTURE 

Food Safety and Quality Service 

EXPERT PANEL ON NITRITES AND 
NITROSAMINES 

Meeting and Agenda 

Notice is hereby given of a meeting of 
the Expert Panel on Nitrites and Nitros- 
amlnes to be held In Room 218A. Ad¬ 
ministration Building, Department of 
Agriculture. 12th and Independence Ave¬ 
nue SW., Washington, D.C.. July 25. 
1977, at 9:30 a.m. The meeting will re¬ 
convene in the same room on July 26 at 
a time announced during the July 25 
session. 

The agenda of the meeting is <1* con¬ 
sideration of carcinogenicity issue in re¬ 
lation to nitrites and nitrosamines, <2> 
final reports of Panel’s subcommittees. 
i$) further discussions on recommenda¬ 
tions relating to use of nitrite in cured 
meats, especially bacon, and residual 
nitrite allowances In such products, and 
i4» other business as appropriate. 

The meeting will be open to the public 
and under the direction of the Panel 
Chairperson or her designee. Written 
statements may be filed with the Panel 
before or after the meeting Any member 
of the public who has further questions 
should contact the Issuance Coordina¬ 
tion StafT. Technical Services, Food 
Safety and Quality Service. U S. Depart¬ 
ment of Agriculture, Room 4905, South 
Agriculture Building. Washington, DC. 
20250. Area Code 202-447-6189 Any per¬ 
son who wishes to file a statement may 
send such statement to the Issuance Co¬ 
ordination Staff at the above address. 


Done at Washington. D C. on July 5, 
1977. 

Harry C Mussman. 
Acting Administrator, 
Food Safety and Quality Service. 

|FR Doc 77-19319 FTi*Jd 7-7-77.8 45*m| 


Rural Electrification Administration 

ALLEGHENY ELECTRIC COOPERATIVE. 

INC. 

Final Environmental Impact Statement 

Notice is hereby given that the Rural 
Electrification Administration <REA» 
has adopted the generating plant por¬ 
tion and the associated 230 kV transmis¬ 
sion portion of the 1973 Final Environ¬ 
mental Statement prepared by the 
Atomic Energy Commission «presently 
the Nuclear Regulatory Commission 
»NRC>), for the Susquehanna Steam 
Electric Station currently under con¬ 
struction by the Pennsylvania Power & 
I *aht Company in 8alem Township. Lu¬ 
zerne County. Pennsylvania. These por¬ 
tions of NRC’s statement adopted by 
REA. together with independent deter¬ 
minations made bv REA. constitute 
REA’s Final Environmental Impact 
Statement for the plant and the asso¬ 
ciated 230 kV facilities. 

This action on the part of REA is in 
accordance with section 102• 2) <C) of the 
National Environmental Policy Act and 
is-in connection with the review of an 
application for a loan guarantee com¬ 
mitment from the Allegheny Electric Co¬ 
operative. Inc.. 212 Locust Street, Har¬ 
risburg. Pennsylvania 17101. The appli¬ 
cation is for the financing of a ten per¬ 
cent ownership interest bv Allegheny 
Electric Cooperative. Inc., in the Susque¬ 
hanna Steam Electric Station. Units No. 
1 and No. 2, and for the financing of 42 3 
miles of the 128 miles of 500 kV trans¬ 
mission facilities also associated with the 
station. 

Additional Information mav be secured 
u f, on request if submitted to Mr. Richard 
F Richter. Assistant Administrator— 
Electric. Rural Electrification Adminis¬ 
tration. U S Department of Agriculture. 
Washington. D C. 20250 The REA Final 
Fnvironmental Impact Statement on the 
plant and associated 230 kV facilities 
may be examined during regular busi¬ 
ness hours at the offices of REA in the 
South Agriculture Building. 12th Street 
and Independence Avenue SW , Wash¬ 
ington. D.C., Room 4310. or at the bor¬ 
rower’s address indicated above Final 
REA action with respect to this matter, 
including anv release of funds, may be 
taken after August 8.1977 
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Copies of the REA Final Environ¬ 
mental Impact Statement have been 
sent to various Federal. State, and local 
agencies, as outlined in the Council on 
Environmental Quality Guidelines. 

Any loan guarantee commitment which 
may be made pursuant to this matter will 
be subject to. and release of funds there¬ 
under will be contingent upon. REA's 
reaching satisfactory conclusions with 
respect to its environmental effects and 
compliance with the National Environ¬ 
mental Policy Act of 1969. 

A separate Draft Environmental Im¬ 
pact Statement has been prepared by 
REA for all of the 500 kV transmission 
facilities associated with the Susque¬ 
hanna Steam Electric Station 

Dated at Washington, D.C.. this 1st 
day of July 1977. 

David A. HamtlE, 
Administrator. Rural 
Electrification Administration 

| FR Doc.77-19516 Filed 7-7-77:8:45 am| 


ALLEGHENY ELECTRIC COOPERATIVE, 
INC. 

Draft Environmental Impact Statement 

Notice is hereby given that the Rural 
Electrification Administration (REA) 
has prepared a Draft Environmental 
Impact Statement for the 500 kV trans¬ 
mission facilities associated with the 
Susquehanna Steam Electric Station. 
Units No. 1 and No. 2. in accordance 
with section 102<2>(C) of the National 
Environmental Policy Act of 1969. This 
notice Is given In connection with an ap¬ 
plication for a loan guarantee commit¬ 
ment from the Alleghany Electric Co¬ 
operative. Inc.. 212 Locust Street. Har¬ 
risburg. Pennsylvania 17101. for the fi¬ 
nancing of a ten percent ownership in¬ 
terest by Allegheny Electric Cooperative. 
Inc., in the Susquehanna Steam Electric 
Station. Units No. 1 and No. 2. and for 
the Hnancing of 42-3 miles of the 128 
miles of 500 kV transmission facilities 
also associated with the station. The 500 
kV transmission facilities are located in 
Luzerne. Lackawaxuu Columbia. Mon¬ 
tour. Northumberland. Snyder. Carbon, 
and Northampton Counties in Pennsyl¬ 
vania. 

Additional information may be secured 
upon request, if submitted to Mr. Rich¬ 
ard P, Richter. Assistant Administra¬ 
tor—Electric, Rural Electrification Ad¬ 
ministration. U S. Department of Agri¬ 
culture. Washington. D.C. 20250. Com¬ 
ments are particularly invited from 
State and local agencies which are auth¬ 
orized to develop and enforce environ¬ 
mental standards, and from Federal 
agencies having jurisdiction by law or 
special expertise with respect to any en¬ 
vironmental impact involved from which 
comments have not been requested spe¬ 
cifically. Comments concerning the en¬ 
vironmental impact of the construction 
proposed should be addressed to Mr. 
Richter at the address given above and 
must be received by September 6. 1977. 


NOTICES 

to be considered in connection with the 
proposed loan guarantee commitment, 
proposed loan guarantee commitment. 

Copies of the aforementioned REA 
Draft Environmental Impact State¬ 
ment have been sent to various Federal, 
State and local agencies, as outlined in 
the Council on Environmental Quality 
Guidelines. The Draft Environmental 
Impact Statement may be examined 
during regular business hours at the of¬ 
fices of REA in the South Agriculture 
Building. 12th street and Independence 
Avenue SW.. Washington. DC.. Room 
4710. or at the borrower’s address Indi¬ 
cated above. 

Any loan guarantee commitment 
which may be made pursuant to this 
matter will be subject to. and release of 
funds thereunder will be contingent 
upon. REA’s reaching satisfactory con¬ 
clusions with respect to its environmen¬ 
tal effects and compliance with the Na¬ 
tional Environmental Policy Act of 1969. 

A separate Final Environmental Im¬ 
pact Statement has been prepared by 
REA for the Susquehanna Steam Elec¬ 
tric Station. Units No. 1 and No. 2. and 
the associated 230 kV transmission fa¬ 
cilities. 

Dated at Washington. DC., thin 1st 
day of July 1977. 

David A. Hamtl. 

Administrator. Rural 
Electrification Administration. 

| FR Doc.77-19817 Filed 7-7 77.8.46 am] 


COOPERATIVE POWER ASSOCIATION AND 
UNITED POWER ASSOCIATION 

Negative Determination for Environmental 
Impact Statement 

Notice Is hereby given that the Rural 
Electrification Administration (REA) 
has rr> 3 de a negative determination on 
the need for an environmental impact 
statement by REA in connection with 
construction approval by the Rural 
Electrification Administration for Co¬ 
operative Power Association of Minne¬ 
apolis. Minnesota, and United Power As¬ 
sociation of Elk River, Minnesota (CPA- 
UPA). In the relocation of a 7.7-mlle 
segment of the existing US. Bureau of 
Reclamation OnrrIson-Jamesto wn 230 
kV Transmission Line in the vicinity of 
Underwood. North Dakota 

CPA-UPA have prepared an Environ¬ 
mental Report of the proposed action in 
which REA has had extensive input. The 
Environmental Report Is In compliance 
with REA’s environmental guidelines 
and numerous commitments have been 
made by CPA-UPA to satisfy Federal. 
State, and local requirements. 

Our independent evaluation of the 
proposed project leads us to conclude 
that REA's financial assistance for this 
project does not represent a major Fed¬ 
eral action that would significantly af¬ 
fect the quality of the human environ¬ 
ment. 

Based on REA’s independent evalua¬ 
tion. our review of the Environmental 


Report and REA experience with in¬ 
stallations of this type and the sub¬ 
sequent environmental effects, a nega¬ 
tive determination was made under sec¬ 
tion 5K. of REA Bulletin 20-21. 

Additional information may be se¬ 
cured on request, submitted to Mr. 
Richard F. Richter, Assistant Adminis¬ 
trator-Electric. Rural Electrification 
Administration, US. Department of 
Agriculture. Washington. DC. 20250. 

Final REA action with respect to this 
matter may be taken after fifteen (15) 
days, but only nfter REA has reached 
satisfactory conclusions with respect to 
its environmental effects and compliance 
with the National Environmental Policy 
Act of 1969. 

Dated at Washington. DC . this 29th 
day of June 1977. 

Joseph Vellone. 
Actijio Administrator . Rural 
Electrification Administration. 

|FR Doc.77-19175 Filed 7-7-77,8 45 am| 


CIVIL SERVICE COMMISSION 

DEPARTMENT OF LABOR 

Revocation of Authority To Make a 
Noncareer Executive Assignment 

Under authority of 3 9.20 of Civil Serv¬ 
ice Rule IX (5 CFR 9.20), the Civil 
Service Commission revokes the au¬ 
thority of the Department of Labor to 
fill by noncareer executive assignment 
in the excepted service the position of 
Executive Assistant to the Secretary of 
Labor. Office of the Secretary. 

United States Civil Serv¬ 
ice Commission, 

James C. Spey. 

Executive Assistant to 
the Commissioners . 

| FR Doc.77-19562 Filed 7-7-77; 8: 46 l 


DEPARTMENT OF COMMERCE 
Economic Development Administration 
ABE LEVINE KNITTING MILLS, INC. 

Petition for a Determination of Eligibility To 
Apply for Trade Adjustment Assistance 

A petition by Abe Levine Knitting 
Mills. Inc.. 1329 Willoughby Avenue. 
Brooklyn. New York 11237. a producer 
of women's knit outerwear, was accepted 
for filing on June 30. 1977, pursuant to 
section 251 of the Trade Act of 1974 
(Pub. L. 93-618) and section 315.23 of 
the Adjustment Assistance Regulations 
for Firms and Communities (13 CFR 
Part 315). Consequently, the United 
States Department of Commerce has ini¬ 
tiated an Investigation to determine 
whether increased imports Into the 
United States of articles Uke or directly 
competitive with those produced by th< 
firm contributed importantly to total or 
partial separation of the firm's workers 
or threat thereof, and to a decrease In 
sales or production of the petitioning 
firm. 

Any party* having a substantial inter¬ 
est in the proceedings may request a 
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public hearing on the matter. A request 
for a hearing must be received by the 
Chief. Trade Act Certification Division. 
Economic Development Administration. 
US Department of Commerce. Wash¬ 
ington. DC. 20230, no later than the 
close of business of the tenth calendar 
day following the publication of this 
notice. 

Jack W. Osbuhn. J*., 
Chief, Trade Act Certification 
Division . Office of Planning and 
Program Support. 
i m Doc.77-19399 Filed 7-7-77:0:45 am | 


Economic Development Administration. 

Office of Planning and Program Support 

ARDMORE FASHIONS, INC. 

Petition for Determination of Eligibility To 

Apply for Trade Adjustment Assistance 

A petition by Ardmore Fashions, Inc.. 
550 Sproul Street, Chester. Pennsylvania 
19013, a producer of women's knit outer¬ 
wear. was accepted for filing on July 1, 
1977. pursuant to Section 251 of the 
Trade Act of 1974 (Pub. L. 93-618> and 
Section 315 23 of the Adjustment Assist¬ 
ance Regulatio ns f or Firms and Com¬ 
munities (13 CFR Part 315). Conse¬ 
quently, the United States Department 
of Commerce has initiated an investiga¬ 
tion to determine whether increased im¬ 
ports into the United States of articles 
like or directly competitive with those 
produced by the firm contributed impor¬ 
tantly to total or partial separation of 
the firm's workers, or threat thereof, and 
to a decrease in sales or production of the 
petitioning firm. 

Any party having a substantial interest 
in the proceedings may request a public 
hearing on the matter. A request for a 
hearing must be received by the Chief. 
Trade Act Certification Division, Eco¬ 
nomic Development Administration. U.S. 
Department of Commerce. Washington. 
D.C. 20230. no later than the close of 
business of the tenth calendar day fol¬ 
lowing the publication of this notice. 

Jack W. Osbubx. Jr- 
Chief . Trade Act Certification 
Division , Office of Planning 
and Program Support. 

|FR Doc.77-19400 Piled 7-7-77:0:45 am| 


National Oceanic and Atmospheric 
Administration 

PROPOSED ESTUARINE SANCTUARY, 
ROOKERY BAY, FLA. 

Public Hearing on the Draft Environmental 
Impact Statement 

Notice is hereby given that the Office 
of Coastal Zone Management. National 
Oceanic and Atmospheric Administration 
fNOAA), U.S. Department of Commerce, 
will hold a public hearing for the pur¬ 
pose of receiving comments on the draft 
environmental impact statement for the 
proposed estuarine sanctuary in Rookery 
Bay. Florida. 

The public hearing will be held at the 
Collier County Courthouse « Building C). 
In the Board Room. East Taml&mi Trail 


and Airport Road in Naples. Florida, at 
7:30 p.m. to 10:30 pjn.. on Tuesday. July 
26. 1977. 

The view's of Interested persons and 
organizations are solicited. These may be 
expressed orally or in written statements. 
Presentations will be scheduled on a first- 
come, first-served basis or as otherwise 
appropriate. Priority will be given to 
those with WTitten statements. Time will 
be available at the end of the meeting for 
persons without statements to present 
their views orally. The Office of Coastal 
Zone Management staff may question any 
speaker following presentation of his/her 
statement. No verbatim transcript of the 
hearing will be maintained: but staff 
present will record the general thrust of 
the remarks. 

Persons or organizations wishing to be 
heard on this matter should contact the 
Office of Coastal Zone Management as 
soon as possible so that on appearance 
schedule may be drawn up and definite 
terms established for presentations 
Please contact: 

June Cradlck. Office ot Coastal Zone Manage¬ 
ment, 3300 Whitehaven Street JfW. Wash¬ 
ington . D C. 20235; phone 202-534-4242. 

Written comments may also be sub¬ 
mitted by mail to the Office of Coastal 
Zone Management. Such comments 
should be received before August 8. 1977, 
to assure adequate consideration for In¬ 
clusion in the final environmental Impact 
statement. 

Copies of the draft environmental im¬ 
pact statement may be obtained by con¬ 
tacting the Office of Coastal Zone Man¬ 
agement at the above address. 

The statement is also available for 
inspection by the public, both at the 
Office of Coastal Zone Management and 
at the following CWlier County Free 
Public Library Branches: Naples. Ever¬ 
glades. Golden Gate, Immokaicc. and 
Marco Island. 

Comments may address the adequacy 
of the impact statement and/or the na¬ 
ture of the proposed sanctuary 

Following consideration of the com¬ 
ments received at this hearing, as well 
as written comments submitted, the Of¬ 
fice of Coastal Zone Management will 
prepare the final environmental impact 
statement pursuant to the National En¬ 
vironmental Policy Act of 1969 and im¬ 
plementing guidelines. 

Dated: June 29. 1977. 

T. P. Oleitek. 

Assistant Administrator 
for Administration. 

|PR Doc.77-18386 Filed 7-7-77;8 45 mm\ 


COUNCIL ON ENVIRONMENTAL 
QUALITY 

ENVIRONMENTAL IMPACT STATEMENTS 
Availability 

The following is a list of environ¬ 
mental impact statements received by 
the Council on Environmental Quality 
from June 27 through July 1. 1977. The 
date of receipt for each statement Is 
noted in the statement summary Under 


Council Guidelines the minimum period 
for public review and comment on dnrft 
environmental impact statements is 
forty-five (45) days from this Fedehal 
Register notice of availability. (Au¬ 
gust 22, 1977) The thirty (30) day pe¬ 
riod for each final statement begins on 
the day the statement i< made available 
to the Council and to commenting 
parties. 

Copies of Individual statements are 
available for review from the originat¬ 
ing agency. Back copies are also avail¬ 
able at 10 cents per page from the En¬ 
vironmental Law’ Institute, 1346 Con¬ 
necticut Avenue. Washington. D.C. 20036 
Department or Agriculture 

Contact: Mr Errett Deck. Coordinator. 
Environmental Quality Activities UB. De¬ 
partment of Agriculture. Room 307A. Wash¬ 
ington. DC. 20250, 202-447-8827 

FOREST SERVICE 

Draft 

Prairie Doga, Nebraska National Forest. 
South Dakota, and Nebraska. June 30: Pro- 
poeed la implementation of a management 
plan for prairie dogs on public land* in 
Nebraska National Forest In South Dakota 
and Nebraska. Reductions In prairie dog 
colonies wlU be done with use of chemical 
toxicants. A key feature of the plan la to 
manage prairie dogs on a 92-square mile 
area of the Buffalo Oap National Grass¬ 
land, primarily to enhance habitat for the 
black-rooted ferret. Anticipated effects will 
be a reduction in habitat available for spe¬ 
cies associated with prairie dogs other than 
black-footed ferrets, and n reduction In beef 
production by 186.750 lbs. per year. (ELR 
Order No 70807.) 

Final 

Little Kern Unit Plan, Sequoia National 
Forest, Tulare County. Calif., June 27 This 
statement proposes a land use plan for 
111.763 acres within the Sequoia National 
Forest. Tulare County, California The plan, 
when implemented, will replace the existing 
Multiple Use Plan for this area and direct 
the management of the National Forest land 
within this plan-management were consid¬ 
ered ft>r implementation. The selected alter¬ 
native Increase* the area proposed for wil¬ 
derness to 49.440 acres and reduces the trail 
access area to 18.160. Socio-economic Im¬ 
pacts will result due to the mix of user 
groups able to enter Little Kern. Comments 
made by; USDA. DO I, HEW. EPA. DOT. COE. 
A HP. State and local agencies, and Inter¬ 
ested groups snd persona. (ELR Order No 
70300.) 

Salmon River Wild and Scenic River* Pro¬ 
posal, Idaho. June 29: Proposed U the inclu¬ 
sion of 237 miles of the Salmon River In the 
National Wild and Scenic Rivers System. The 
segment under consideration rune from 
North Fork. Idaho, to Its confluence with the 
Snake River through Necperce. Lewie. Idaho, 
and Lemhi Counties, Idaho. The purpose of 
the action Is to control the Impacts of de¬ 
velopment and Increased recreation u.%e 
within the river corridor. There are approxi¬ 
mately 5.691 acres of private lands Involv¬ 
ing 150 owners within the proposed bound¬ 
aries. Comments mode by: U6DA. DO I, USA. 
HUD. DOC. DOT. EPA PPC. WRC. state and 
local agencies, and concerned cltteen* (ELR 
Order No. 70005.) 

Proposed Pere Marquette Wild and Scenic 
River Lake, and Mason Counties. Mich.. June 
29 The proposed action Is the legislative 
designation of 66 4 miles of the Pere Mar¬ 
quette River and 13.000 adjoining acras as 


FEOMAl «40ISm, VOl 42, NO 131—RhOAY. JUtY «. 1977 








35180 


NOTICES 


part of the National Wild and Scenic Rivers 
System. The action Is Intended to protect 
the unique natural resource values of the 
area. Comments made by: DOI, USA. HUD. 
FPC, WRC, EPA, stAte and local agencies, 
and concerned citizen*. (ELR Order No. 
70804.) 

RUSAL ELECTRIFICATION ADMINISTRATION 

Supplement 

Reid Power 8tation (S-l). Kentucky. June 
30: This statement supplements a final EIS 
filed with CEQ in April 1076. The proposed 
action Is the addition of one or two <240 
MW each) steam generating units at the 
Reid Station. This supplement serves to com¬ 
plete REA*s and EPA*a requirements under 
NEPA by presenting the environmental Im¬ 
pacts associated with the discharge of ef¬ 
fluents from the second unit. Including the 
results of air quality modeling. < ELR Order 
No. 70808.) 

SOIL CONSERVATION SERVICE 

Final 

Avery Brook Watershed. Hartford County. 
Conn , July 1 Proposed la a watershed 
project for watershed protection and flood 
prevention located In the town of South 
Windsor, Connecticut. The plan encompasses 
an area of 1.664 acres, and proposes conserva¬ 
tion land treatment supplemented by two 
flood water retarding structures and flood- 
proofing. Installation of the two structures 
will destroy 316 feet of stream channel. 
Water, noise, and air pollution will be In¬ 
creased during construction Comments made 
by: USDA. HEW. DOI. DOT. KPA. state and 
local agencies, and concerned citizens. (ELR 
Order No 70811.) 

Department or Detense. Army Corps 

Contact: Dr C. Grant Ash. Office of Envl- 
ronmental Policy Department. Attn: DAEN- 
CWR-P, Office of the Chief of Engineers. US. 
Army Corps of Engineers, 1000 Independence 
Avenue. SW., Washington. DC. 20314. 202- 
693-6795. 

Draft 

Upper White Oak Bayou. Harris County, 
Tex.. June 27: The proposed action consists 
of constructing flood control Improvements 
in upper White Oak Bayou and Its tribu¬ 
taries. Cole and Vogel Creeks. In Harris 
County. Texas. Channel Improvements con¬ 
sidered for upper White Oak Bayou would ex¬ 
tend from the terminus of the existing Fed¬ 
eral flood control project at mile 10.7 to mile 
19.0. For the tributary streams. Cole and 
Vogel creek* Improvements would extend 
from their mouths at White Oak Bayou up¬ 
stream 4.9 and 4A miles respectively. Adverse 
impacts include removal of about 30 acres 
of trees and about 31 acre* of shrubs and 
bush along stream bank*. (Galveston Dis¬ 
trict) (ELR Order No. 70798 ) 

Final 

Cape Cod Canal. Bourne and Sandwich. O A 
M. Bourne County, Mass , June 28: Proposed 
la the maintenance and operation of the Cape 
Cod Canal. Including Intermittent dredging 
of the main channel, mooring basins, and 
boat basins. In addition, the project includes 
maintenance and operation of a breakwater, 
a Jetty, a railroad bridge, two highway 
bridges, three dikes, maintenance and ad¬ 
ministrative buildings, floating plant, elec¬ 
tronic traffic* control system, and service 
roads and recreation areas. This project 
would allow for continued safe navigation by 
commercial and recreational vessel* Perma¬ 
nent elimination of some benthic habitats t* 
anticipated. rNew England Division) Com¬ 
ments made by: DOI. EPA. AHP. HUD, FEA, 
state and local agencies, and concerned citi¬ 
zen* (ELR Order No 70803 ) 


Bald Head Island Marina (permit). Bruns¬ 
wick County. N.C., July X: proposed it the 
granting of a U S. Army permit to the Bald 
Head Island Corporation for the construction 
of a boat marina and access facilities adja¬ 
cent to the Capo Fear River at Bald Head 
Island. North Carolina. The project Includes 
the construction of a marina basin, service 
faculties, and access channel The direct im¬ 
pacts of project Implementation will be Ail¬ 
ing of 2 5 acres of high marsh, and alteration 
of dune marsh ecotone and the aesthetics of 
the area. (Wilmington District) Comments 
made by: EPA. USDA. HUD. DOC. DOI. DOT. 
HEW. state and local agencies, and concerned 
citizens. (ELR Order No. 70812.) 

Environmental Protection Agency 

Contact: Rebecca W Hanmer. Director. 
Office of Federal Activities. Environmental 
Protection Agency, 537 Wot Tower Wash¬ 
ington. D C. 20460. 202-755-0780 

Supplement 

W. Contra Costa Co. Wastewater Manage¬ 
ment (S-l). Contra Costa County. Cailf. 
July 1: This statement supplements a Anal 
EIS filed with CEQ in January 1977. The proj¬ 
ect la designed to: provide wastewater treat¬ 
ment for wet weather infiltration-inflow 
flows to the San Pabto Sanitary District 
treatment plant, rehabilitate or replace some 
treatment facilities at the SPSD. and prov ide 
a sludge transport pipeline from the Rich¬ 
mond treatment plant to ^be SPSD and re¬ 
gional solid waste handling facilities at the 
SPSD. Construction Impacts wUl result, i Re¬ 
gion 9) (ELR Order No. 76810.) 

Federal Power Commission 

Contact: Dr Jack M. Helnemann. Acting 
Assistant Director for Environmental Qnaiity. 
825 North Capitol Street. NE. Washington. 
D C. 26426. 202-275-4791. 

Draft 

Matagorda Bay Project, several counties in 
Texas. July 1: Proposed is the approval of 
applications filed by El Paso Eastern Co. 
Et Paso LNO Terminal Co,, El Paso Natural 
Gas Co., United LNO Co. and United Gas 
Pipe Line Co. These applications relate di¬ 
rectly or indirectly to a proposal by El Paso 
Eastern Co. to import LNO from Algeria to a 
terminal to be located In the vicinity of Port 
O’Connor, Texas., on Matagorda Bay. Ap¬ 
proval would authorize construction and op¬ 
eration of facilities necessary to unload, store, 
re vaporize. and distribute the Imported LNO 
(ELR Order No. 70814.) 

Department op HUD 

Contact: Mr. Richard H. Broun. Director. 
Office of Environmental Quality, Department 
of Housing and Urban Development. 451 7th 
8treet. SW.. Washington, DC. 26410. 202- 
755-6308. 

Draft 

Greengate Place and Bimam Wood. Harm 
County. Tex , June 27: The proposed action 
U acceptance of, for HUD/FHA home mort¬ 
gage insurance purposes, some 723 acres of 
land (368-acre tract of Orccngate Place and 
255-acre tract of Blrnam Wood) located in 
the northern part of Harris County, Texa* 
The development of the two tracts located 
within a mile of each other will be composed 
primarily of single family dwellings consist¬ 
ing of approximately 3000 units Adverse 
effects will be loss of grazing land and an 
increased demand for fossil fuels through 
heavy dependence on the automobile for 
transportation. (ELR Order No. 70793.) 

Final 

Bent Tree Planned Unit Development, Dade 
County. Fla., June 27: The proposed project 


u a 320-acre Planned Unit Development In 
Dade County, Florida The development will 
contain approximately 169S town house units, 
196 quadraplex unit*, and 247 single family 
detached cluster residences, for a total of 
1925 residential units. There will bo recrea¬ 
tional facilities consisting of two lakes, tot 
lota, a school-park site, and common greeu 
areas There will also bo a commercial site 
near the center of the development Adverse 
effects Include noise and air pollution. Com¬ 
ments made by: COE. FPC. OS A. EPA. state 
and local agencies, and concerned citizens, 
(ELR Order No 70794.) 

Indian Oaks Subdivision. Will County. 
HI. June 27: Proposed is the provision o- 
EH A mortgage insurance 221(d) 4 for 212 
multi-family apartment units that comprise 
an Intermediate stage of a planned unit de¬ 
velopment that already comprises 1.388 unit* 
and will eventually total 2.250 units. Few 
adverse effects are anticipated due to the 
fact that the natural environment has al¬ 
ready been altered on the southern portion 
of the site, having been cleared year* 
ago. The northern portion of the area 
is still wooded and will remain so even 
after development. Comments made by: 
DOI. FPC. DOT. USDA. state and local 
Agencies, concerned citizens, i ELR Order No. 
70795.) 

Memorial Parkway Subdivision, Harris 
County. Tex., June 30: The proposed action la 
the acceptance for HUD/FHA mortgage in¬ 
surance purposes of the 1,109-acre Memorial 
Parkway Subdivision located In Harris 
County. Texas When completed In approxi¬ 
mately 6 years, the subdivision will con¬ 
tain 3,842 single-family homes plus some 
attached single-family and multi-family 
housing, and shopping and receatlonai facil¬ 
ities. Adverse impacts will be removal of 
agricultural land from production and an 
Increased demand for fcvwli fuels through 
heavy dependence on the automobile for 
transportation. Comment* made by: DOT. 
COE, DOI. USDA. EPA, AHP. state and local 
agencies. Interested groups and persons. 
<ELR Order No. 70869.) 

Supplement 

West Side Housing (S-i), Denver County, 
Colo . June 28: This statement supplements 
a Anal EIS submitted to CEQ in January 
1973. The proposed project, the West Side 
Housing Development, was never approved 
due to lack of funds. The addendum de¬ 
scribes the present proposal which consists of 
acquisition of 11 parcels of land and the dem¬ 
olition of 12 structures. Redevelopment 
plan* Include construction of 86 units of 
medium-high density high-rise apartments 
and 60 units of medium density garden 
apartments. (ELR Order No. 70602 ) 

The following are Community Develop¬ 
ment Block Grant statements prepared and 
circulated directly by applicants pursuant 
to section 164(h) of the 1974 Housing and 
Community Development Act. Copies may 
be obtained from the office of the ap¬ 
propriate local chief executive (Copies 
are not available from HUD.) 

Section 104 (h) 

Draft 

Denver, Colo.—Sloan Lake Sanitary Sewer. 
Denver County. Oolo, June 27: Proposed are 
improvement* to the existing Sloan Lake 
Sanitary Sewer System in Denver. Colorado 
Plans call for the replacement of existing 
aged or damaged main sanitary sewer line 
In the drainage basin. Construction-related 
impacts are expected, a* well as socio-eco¬ 
nomic Impacts due to an Increased popula¬ 
tion i ELR Order No. 70801 ) 

High Point, N.C—Big Ditch, North 
Carolina. June 27: Proposed are Improve- 
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ments to Big Ditch stream In High Point. 
North Carolina Corrective methods pro¬ 
posed for the Big Dttch include: (1) piping 
the stream from West Grime* to West Ward 
Avenues; (2) retaining open flow but im¬ 
proving the stream channel for the tame 
length of stream: or (3) a combination of 
piping and channel Improvements. The 
action will result In Increased erosion and 
stream sedimentation, removal of trees, and 
flooding of adjacent structures. {ELR Order 
No 70784.) 

Tarrant County. Tex.—County Water Proj¬ 
ect, June 27: Proposed la the adoption of a 
water project for Bedford. Euless, Collyvllle. 
Grapevine, and North Richland Rills In 
northeast Tarrant County. Texas Plana call 
for the expansion of the existing plant, along 
with completion of the following Items: raw 
water storage and booster pump facility: 9 
miles of raw water transmission line: 11 
miles of treated water transmission line; and 
approximately 110 acres of right-of-way with 
28 acres or easements. The action will result 
In alterations to land forms, streams and 
drainage patterns; increased erosion: and 
construction-related Impacts (ELR Order 
No. 70797 ) 

Final 

DeKalb County. Tenn.—3rd Year Water 
tine. June 27. Proposed is the installation 
of 18 miles of 6-inch.'4-lnch. and 2-Inch plas¬ 
tic potable water line In DeKalb County, 
Tennes**©. The project will provide potable 
water for 133 rural families who have been 
consuming well water that stands an 80 per¬ 
cent chence of being polluted. Water will also 
be available In adequate amounts for Ore- 
fighting purposes. Temporary construction 
related impacts are expected. Comments 
made by: DOI. EPA. interested parties <ELR 
Order No 70799 ) 

NurtXA* RCGtTLATOBY COMMISSION 

Contact: Mr. Vom A. Moore. Division of 
Reactor Licensing. P-722. NRC, Washington. 
D C. 20653 ( 301-443-8903) 

Final 

Arkansas Nuclear One, Unit 2. Pope Coun¬ 
ty. Ark.. June 30: Proposed U the Issuance of 
an operating license to the Arkansas Power 
ind Light Companv for the startup *nd op¬ 
eration of Arkansas Nuclear One. Unit 2. lo¬ 
cated on Lake Dardanelle. 2 miles southeast 
from the village of London and 6 miles 
northwest from the Cltv of Russellville. Ar¬ 
kansas, The unit will employ a preaaurfoed- 
water reactor to produce up to 2JJ25 mega¬ 
watts thermal. A steam turbine-generator 
will use this heat to provide up to 950 mega¬ 
watts electrical of electrical power capacity. 
The exhaust steam wfl! be cooled by a close- 
cycle cooling system using a natural-draft 
tower to dissipate waste heat t*> the atmos¬ 
phere Comment* made by USD A. COE. EPA. 
HEW. DOI, DOT. state and local aeencle*. 
concerned citizens. (ELR Order No 70806) 

Drv \STMCKT or TSAHSeOSTATTOSf 

Contact: Mr Martin Oonvlaser. Director, 
Office of Environmental Affair*. US, Depart- 
ment of Transportation. 400 7th Street SW 
Washington, D C. 20390 ( 202-426-4337) 

rtntMAL f UGH WAT ADMTXtSTXATTOK 

Final 

Freeway 520, Black Ilawk and Grundy 
I Counties. Iowa. July 1: The proposed proj¬ 
ect Involves the construction of a segment 
of Freeway 520 In Black Hawk and Orundy 
Counties The 4 lane facility will have a total 


length of 12>3 miles Adverse impacts Include 
the diversion of 800 acre* of land to right- 
of-way. displacement of 22 homes and build¬ 
ings. And Increased air and noise pollution. 
A 4(f) determination Is necessary concerning 
the Black Hawk Creek Oreenbelt. Comments 
made by: HEW. USDA. DOI. EPA. COE. tate 
and local agencies, concerned citizen* tKLR 
Order No. 70813 ) 

National Freeway. Cumberland to Han¬ 
cock. Allegany County. Md, June 27: This 
statement seeks approval for construction 
for the eastern portion of the proposed Na¬ 
tional Freeway, designated Section II. from 
Cumberland to Hancock in Allegany and 
Washington Counties. Maryland. (The draft 
F.I8 was filed for Section* I and II in Oc¬ 
tober 1973. Separate final Ets* are being filed 
on the two sections.) The project He* within 
a region between Orleans Road on the east¬ 
ern sale of Town Hill to Woodmont Road 
near Little To nolo way Creek. Maryland, a 
distance cf approximately 8.7 miles. Adverse 
Impact* include the taking of wildlife man¬ 
agement land, and the noise disruption of 
predominantly tranquil surrounding* (Re¬ 
gion 3-1 Comments made by. AFIP EPA, DOI. 
USDA. DOT. DOC. COE. state and local agen¬ 
cies, concerned citizens. (ELR Order No. 
70796.) 

Supplement 

Appalachian Highway. North Oeorgla. *ev- 
eral counties In North Carolina. July 1: Pro¬ 
posed Is the extension of the Appalachian 
Highway in Forsyth. Cherokee. Pickens. Otr- 
mer. Fannin. Union, and Town* Counties in 
North Carolina. S R. 400 would extend from 
6.R. 336 in Forsvih County approximately 
100 miles generally In a northern direction 
Into Towns County and end at the North 
Carolina State line. Adverse Impacts Include 
displacement of from 262 to 438 residences 
and businesses, and displacement of up to 
3.000 acres of woodland, farmland, and de¬ 
veloped land. (ELR Order No. 70815.) 

b-». COAST OVARO 

Draft 

Shallotte Creek Bridge, Brunswick 
County. N.C„ July I: Proposed Is issuance 
of a permit to construct a bridge across Shal¬ 
lotte Creek. Brunswick Co.. North Carolina 
nan* call for construction of a fixed bridge 
approximately 90 feet In length and 15 feet 
in width to connect two parcels of property 
owned by the applicant. Adverse Impact* will 
occur with respect to water duality, wet¬ 
lands. wildlife and vegetation t ELRD Order 
No. 70316 ) 

Final 

West Bank Expressway, Jefiereon Parish. 
La. July t: Proposed Is the upgrsdtng of the 
existing West Bank Expressway In Jefferson 
Parish. Louisiana, to a 6-lane limited accena 
expressway The expressway route extends 
from UA Highway 90 on the west to Terry 
Parkway General DeGaulle on the cask and 
follows the existing corridor which Is 9.7 
miles long with 300 foot right-of-way. Ad¬ 
verse effect* Include loss of 14 acres of swamp 
hardwoods for right-of-way purposes. Com¬ 
ment* made by: DOI. AHP, USDA. DLAB. 
DOT. COE. EPA. state and local agencies, 
interested groups and persons. iELR Older 
No 70817.) 

Nicholas C. Yost, 
Acting Oc.icrol Counsel. 

|KR Doc 77-19477 Filed 7-7-77:8-46 ami 


DEPARTMENT OF DEFENSE 

Department of the Army 

WINTER NAVIGATION BOARD ON GREAT 
LAKES-ST. LAWRENCE SEAWAY 

Open Meeting 

Pursuant to Section 10<a) <2> of the 
Federal Advisory Committee .Act (Public 
Law 92-463). notice is hereby given of a 
meeting of the Winter Navigation Board 
to be held on 26 and 27 July 1977 in the 
Sheraton-Chicago Hotel at 505 N. Michi¬ 
gan Avenue in Chicago, Illinois. The 
meeting will be in session from 10:30 
a m. until approximately 4 30 p.m. on 
the 26th and from 8:30 ajn. until ap¬ 
proximately 11:30 am. on the 27th. 

The Winter Navigation Board Is a 
multi-agency organization which in¬ 
cludes representatives of Federal agen¬ 
cies and non-Federal public and private 
interests. It was established to direct 
the Great Lakes-St. Lawrence Seaway 
navigation season extension investiga¬ 
tions being conducted pursuant to Pub¬ 
lic Laws 91-611. 93-251. and 94-587. 

Tlie primary purpose of the meeting 
Is to review efforts in preparation of In¬ 
terim Feasibility Report No. 2. This re¬ 
port Is to address requirements for a 
permanent. Federally funded year-round 
navigation program on the entire Great 
Lakes-St. Lawrence Seaway System. Ef¬ 
forts to be reviewed include those in 
the engineering, economic, environ¬ 
mental and social aspects of the winter 
navigation program. Other topics to be 
discussed Include program direction and 
funding status, U S -Canadian coordina¬ 
tion. and FY-77 activities. 

The meeting will open to the public, 
subject to the following limitations: 

a. As the seating capacity of the meeting 
room la limited, tt 1a dealrcd that advance 
notice of intent to attend be provided. THU 
will assure adequate and appropriate ar¬ 
rangement* for all attendants. 

b. Written statements, to be made part of 
the minutes, may be submitted prior to, or 
up to 10 days following, the meeting, but 
oral participation by the public la limited 
because of the time schedule. 

Inquiries may be addressed to Mr 
David Westheuser. U.S. Army Engineer 
District. Detroit, Corps of Engineers. 
PO. Box 1027, Detroit. Michigan 48231. 
telephone *313 > 226-6770. 

Dated: June 28. 1977. 

By Authority of The Secretary of The 
Army. 

Rome D. Smyth, 

Colonel. United States Army. 

Director. Admin. Mgt.* TAGCEN. 

| FR Doc.77-19387 Filed 7-7-77.6:45 am| 


Defense Mapping Agency 
PRIVACY ACT OF 1974 
New System of Records 

The Defense Mapping Agency systems 
of records notices as prescribed by the 
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Privacy Act of 1974 have been published 
!u the Federal Register as follows: 

FK Doc. 75-21075 (40 FR 35297 ) August 18 . 
1975 . 

FR Doc 76-5608 (41 FR 8513) February 27, 
1976 

Notice is hereby given that the De¬ 
fense Mapping Agency submitted a pro¬ 
posed new system of records on June 10. 
1977. pursuant to the provisions of Office 
of Management and Budget <OMB> Cir¬ 
cular No. A-108, Transmittal Memoran¬ 
dum No. 1. dated September 30. 1975. 
and Transmittal Memorandum No. 3. 
dated May 17. 1976. which provide sup¬ 
plemental guidance to Federal agencies 
regarding the preparation and submis¬ 
sion of reports required by the Privacy 
Act of 1974 (Pub. L. 93-579. 5 U.S.C. 
552&(o>). This OMB guidance was set 
forth in the Federal Register (40 FR 
45877 > on October 3.1975. 

The Defense Mapping Agency invites 
public comments concerning the pro¬ 
posed new record system. Interested per¬ 
sons are invited to submit written data, 
views and arguments to Headquarters. 
Defense Mapping Agency. Attn.: Coun¬ 
sel. Building 56. Naval Observatory. 
Washington. D C. 20305, on or before Au¬ 
gust 10. 1977. The system will become ef¬ 
fective. within 30 days (August 10.1977>, 
ns proposed without further notice un¬ 
less comments are received which result 
in a contrary determination. 

BOfiO I -03 IHJTII 181 

Syitrm name: 

Advanced Personnel Data System— 
Civilian «APDS-Ci. 

Syvtrftt lornlion: 

Director. Defense Mapping Agency, Bldg. 
56. Naval Observatory. Attn.: PO,‘ 
Washington. D C. 20305. 

Director. DMA Aerosnace Center. Attn.. 
PO. St. Louis Air Force Station. Mis¬ 
souri 63118. 

Director. DMA Hydrographic Center. 

Attn.: PO Washington. DC. 20390. 
Director. DMA Topographic Center, 
Attn.: 20000. 6500 Brookes Lane. 

Washington. D.C. 20315. 

Director. Defense Mapping School, Ft. 

Belvoir. Virginia 22060. 

Director. Inter American Geodetic Sur¬ 
vey. Attn.: 8D, Drawer 934. Ft. Clay¬ 
ton. Canal Zone. 

Categoric* of individual* roxered by the* 
•yrtems 

Current and former DMA civilian em¬ 
ployees. 

Categoric* of record* in the »%*lems 

Civilian employment information in¬ 
cluding authorization for position, per¬ 
sonnel data, suspense information: posi¬ 
tion control information; projected in¬ 
formation and historical information: 
civilian education and training data: 
performance appraisal, ratings, evalua¬ 
tion of potential: civilian historical files 
covering job experience, training and 
transactions: civilian awards informa¬ 
tion. merit promotion plan work files: 
career programs files for such functional 


areas as procurement, logistics, civilian 
personnel, etc., civilian separation and 
retirement data for reports and to deter¬ 
mine eligibility: adverse and disciplinary 
data for^statistlcal analysis and employee 
assistance; stand-along file, as for com¬ 
plaints. enrollee programs; extract files 
from w r hich to produce statistical reports 
in hard copy, or for immediate access 
display on remote computer terminals, 
miscellaneous files. 

Routine u*c* of record* maintained in the 
*>*tcni, including categoric* of u*cr« 
and the pur|»o*r* of *ueh u*e«t 

To provide automated system support 
to DMA officials at all levels from that 
part of the Civil Service Commission re¬ 
quired personnel management and rec¬ 
ords keeping system that pertains to 
evaluation, authorization and position 
control, position management, staffing 
skills inventory, career management, 
training, retirement* employee services, 
rights and benefits, merit promotions, 
demotions, reductions in force, com¬ 
plaints resolution, labor management re¬ 
lations. and the suspending and proces¬ 
sing of personnel actions; to provide for 
transmission of such records between 
employing activities within the Defense 
Mapping Agency; to provide reports to 
the Civil Service Commission: to provide 
reports of military reserve status to other 
armed services for contingency plan¬ 
ning; to obtain statistical data on the 
work force to fulfill Internal and external 
report requirements and to provide DMA 
offices with information needed to plan 
for and evaluate manpower, budget and 
civilian personnel programs, to provide 
mtnority group designator codes to the 
US Civil Service Commission's auto¬ 
mated data file, to provide the Office of 
the Assistant Secretary of Defense. Man¬ 
power and Reserve Affairs, with data to 
assess the effectiveness of the program 
for employment of women in executive 
level positions: to provide data to DMA 
officials to facilitate the assessment of 
the DMA Affirmative Action Plan for 
minorities and women: to obtain listings 
of employees by function or area for 
locator and inventory purposes: disclosed 
to officials of labor organizations recog¬ 
nized under Executive Order 11491, as 
amended, when relevant and necessary 
to their duties of exclusive representa¬ 
tion concerning personnel policies and 
practices and matters affecting working 
conditions. 

\utlioHly for maintenance of the »%*ti*m: 

5 U.S Code 301 and 44 U.8. Code 3101. 

Polii ir* and practice* for *lorinc. rctric*. 
ins, CM*rr*«ine, retaining, and <fi*po«~ 
ins of record* in the %}»lrm: 

Storage* 

Maintained in visible file binders' 
cabinets. 

Maintained in card files 

Maintained on computer magnetic 
tapes. 

Maintained on disks or drums 

Maintained on computer paper print¬ 
outs. 

Maintained on microfiche. 


Kctrictnbilitt t 

Filed by name 

Filed by Social Security Account Num¬ 
ber (SSAN». 

Filed by other identification number 
or system identifier. 

The primary individual record identi¬ 
fier in APDS-C is SSAN. 

There is the added capability of se¬ 
lecting an individual s record or certain 
preformatted information by SSAN on 
an immediate basis using a teletype or 
cathode ray tube display device. 

Safeguard*: 

Records are accessed by custodians* 
of the record system. 

Records are accessed by person<s> re¬ 
sponsible for servicing the record sys¬ 
tem in performance of their official 
duties. 

Records are accessed by authorized 
personnel who are properly screened and 
cleared for need-to-know. 

Records are stored in security file con- 
t&iners/cabinets. 

Records are stored in safes 

Records ate stored in vaults. 

Records are stored in locked cabinets 
or rooms. 

Records are protected by guards 

Records are controlled by computer 
system software. 

Retention and depoNil: 

Analog output products are retained In 
office files until superseded, obsolete, no 
longer needed for reference, or inacti¬ 
vated. They are then destroyed by tear¬ 
ing into pieces, shredding, pulping, mac¬ 
erating. or burning. Data stored digi¬ 
tally within system is retained only for 
the period required to satisfy recurring 
processing requirements and'or histori¬ 
cal requirements. 

The Notification of Personnel Action 
Standard Form 50. is disposed of as di¬ 
rected by the Civil Service Commission 
work files and records such as the em¬ 
ployee career brief, position survey work 
sheet, retention register work sheet, al¬ 
phabetic and social security account 
number locator files, and personnel and 
position control register are destroyed 
after use by tearing into pieces, shred¬ 
ding, macerating, or burning work sheet* 
pertaining to qualification and reten¬ 
tion registers are disposed of as directed 
by the Civil Service Commission: tran¬ 
sitory files such as pending files, and 
recovery files are destroyed after use bv 
degaussing files and records retrieved 
through general retrieval systems arc 
destroyed after use by tearing into pieces 
shredding, pulping, macerating, or burr. 

ing. The separated employee file retain 
employee information at time of sepn- 
ration for five years after which the 
employee's record Is destroyed by de¬ 
gaussing. 

S**trn«* inn linger ami ailrlrr**: 

Defense Mapping Agency. Attn.: Per 
sonnel Office. Building 56. Naval Observ¬ 
atory. Waahlngtn. D.C. 20305. tele¬ 
phone: Area Code 202-254-4066 
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Notification procedure: 

Information may be obtained from 
above. 

Record acre** procedure: 

Requests from individuals should be 
addressed to above. 

Written requests for information 
should contain the full name of the in¬ 
dividual. Social Security Number, current 
address and telephone number. 

For personal visits, the individual 
should be able to furnish personal Identi¬ 
fication containing his/her full name. 
Social Security Number, physical descrip¬ 
tion, photograph and signature. 

Cx>ntc-ltng record prm*rtlurc*: 

The Agency rules for contesting con¬ 
tents and appealing initial determination 
may be obtained from System Manager. 

Record MHirrc categoric*: 

Digest of information from existing 
Personnel Files and managemont/em- 
ployce source documents. 

System Exempted from certain pro¬ 
visions of the Act: 

None 

B. C. Wimberly, 
Counsel. Defense Mapping Agency 

Maurice W. Roche. 
Director. Correspondence and 
Directives. Office of the Assist - 
ant Secretary of Defense 
I Comptroller >. 

July 5. 1977. 

| FR Doc.77-19184 Piled 7-7-77:8:45 amj 


Office of the Secretary 
WAGE COMMITTEE 
Closed Meetings 

Pursuant to the provisions of section 
10 of Pub. L. 92-463. the Federal Ad¬ 
visory Committee Act, effective January 
5. 1973. notice is hereby given that a 
meeting of the Department of Defense 
Wage Committee will be held on Tues¬ 
day, September 6. 1977: Tuesday. Sep¬ 
tember 13. 1977; Tuesday. September 20. 
1977; and Tuesday. September 27. 1977. 
at 9:45 a m. in Room 1E801, The Penta¬ 
gon, Washington. D C. 

The Committee’s primary responsibil¬ 
ity is to consider and submit recommen¬ 
dations to the Assistant Secretary of De¬ 
fense ‘Manpower, Reserve Affairs, and 
Logistics* concerning all matters In¬ 
volved In the development and authori¬ 
zation of wage schedules for Federal pre¬ 
vailing rate employees pursuant to Pub. 
L. 92-392. At this meeting, the Com¬ 
mittee will consider wage survey specifi¬ 
cations. wage survey data, local wage 
survey committee reports and recom- 
dation. and wage schedules derived 
therefrom 

Under the provisions of section 10'd* 
j of Pub. L. 92-463. the Federal Advisory 
i Committee Act. meetings may be closed 
to the public when they are "concerned 
with matters listed in section 552b. of 
Title 5, United States Code " Two of the 


matters so listed are those "related 
solely to the internal personnel rules and 
practices of an agency." <5 U.S.C. 552b. 
<c> <2>). and those involving "trade se¬ 
crete and commercial or financial infor¬ 
mation obtained from a person and priv¬ 
ileged or confidential" ‘5 U.S.C. 552b.<c> 
(4)). 

Accordingly, the Deputy Assistant 
Secretary of Defense (Civilian Personnel 
Policy* hereby determines that all por¬ 
tions of the meeting will be closed to the 
pubhc because the matters considered 
ore related to the internal rules and 
practices of the Department of Defense 
«5 U.S.C. 552b.ic* «2> >. and the detailed 
wage data considered by the Committee 
during its meetings have been obtained 
from officials of private establishments 
with a guarantee that the data will be 
held In confidence <5 U.S.C. 552b.<4> I. 

However, members of the public who 
may w*Uh to do so are invited to submit 
material in writing to the Chairman 
concerning matters believed to be de¬ 
serving of the Committee’s attention. 
Additional information concerning this 
meeting may be obtained by contacting 
the Chairman. Department of Defense 
Wage Committee. Room 3D281, The 
Pentagon, Washington. D C. 

Maurice W Roche. 

Director. Correspondence and 
Directives. Office of the As¬ 
sistant Secretary of Defense, 
iComptrollerK 

July 5.1977. 

|FR Doc 77-19483 Plied 7-7-77.8:45 am) 


ENVIRONMENTAL PROTECTION 
AGENCY 

lOPP-42045A. IFRL758 2)| 

ALASKA 

Approval of State Plan for Certification of 
Commercial and Private Applicators of 
Restricted Use Pesticides 

Section 4<a W2> of the Federal Insecti¬ 
cide. Fungicide, and Rodenticide Act 
< FI FRA *. as amended <86 Stat. 973: 7 
U.8.C. 136». and the Implementing regu¬ 
lations of 40 CFR Part 171 require each 
State desiring to certify applicators to 
submit a plan for Its certification pro¬ 
gram. Any State certification program 
under this section shall be maintained in 
accordance with the State plan approved 
under this section. 

On May 9. 1977. notice wac published 
In the Federal Register <42 FR 23534* 
of the intent of the Regional Administra¬ 
tor. EPA Region X. to approve, on a 
contingency basis, the Alaska Plan for 
Certification of Commercial and Private 
Applicators of Restricted Use Pesticides 
(Alaska State Pbn>. Contingent ap¬ 
proval was requested by the State of 
Alaska pending promulgation of Imple¬ 
menting regulations. Complete copies of 
the Alaska plan were made available for 
public Inspection at the Alaska Depart¬ 
ment of Environmental Conscrvnt’on. 
Juneau. Alaska: EPA Region X Office. 
Seattle. Washington: and the Office of 


Pesticide Programs, EPA. Washington, 
DC . 1 

It has been determined that the Alaska 
State Plan will satisfy the requirements 
of section 4 fax 2* of the amended FIFRA 
and of 40 CFR Part 171, if the regulations 
described in the plan, which are neces¬ 
sary for its implementation, are promul¬ 
gated by the Alaska Department of En¬ 
vironmental Conservation. Accordingly, 
the Alaska plan is approved contingent 
upon promulgation of implementing 
regulations In accordance with and as 
prescribed in the State plan. 

The contingent approval shall expire 
September 21, 1977 if these terms and 
conditions are not satisfied by that time. 
On or before the expiration of the period 
of contingent approval, a notice shall be 
published in the Federal Register con¬ 
cerning the.extent to which these terms 
and conditions have been satisfied, and 
the approval status of the Alaska plan 
as a result thereof. 

Effective date: Pursuant to section 
4<d» of the Administrative Procedure 
Act. 5 U S.C, 553< d •. the Anency finds 
that there is good cause for providing 
that the contingent approval granted 
herein to the Alaska plan shall be effec¬ 
tive immediately. Neither the Alaska 
plan Itself nor this Agencv’s contingent 
approval of the plan create any direct or 
immediate obligations on pesticide appli¬ 
cators or other persons in the State of 
Alaska. Delavs in starting the work 
necessary to implement the plan, such 
as may be occasioned by providing some 
later effective date for this contingent 
approval, are Inconsistent with the pub¬ 
lic interest. Accordingly, this contingent 
approval shall become effective immedi¬ 
ately. 

Dated: June 27. 1977. 

L. E*win Coat*. 

Actina Regional Administrator. 
U.S. Environmental Protec¬ 
tion Agency . Region X. 

|FR Doc 77-t9377 File* 7-7-77:8 45 wn| 


[OTS-O810O4A, FRL 758 -5 J 

COMPUTER READABLE CANDIDATE LIS1 
Availability 

An April 28. 1977. the Environmental 
Protection Agency <EPA> announced (42 
FR 21639» the availability of the can¬ 
didate list of chemicals intended to aid 
in compilation of the mitial inventory of 
chemical substances required by section 
8(b» of the Toxic Substances Control 
Act <90 Stat 2003. 15 USC 2601 et seq.). 
This notice detailed, in part, the proce¬ 
dures for obtaining a copy cl the candi¬ 
date list on magnetic tope 
The EPA intended the computer tape 
to aid persons required to report a sig¬ 
nificant number of chemical substances 
for the initial inventory. Therefore, ef¬ 
fective Unmedifttelv. requests for mag¬ 
netic tape copies of the candidate list 
will be honored onlv if. in addition to 
meeting the requirements set forth at 
42 FR 21639-21640. the manufacturer 
anticipates reporting more than ten < 10» 
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chemical substances under the Inventory 
reporting regulations. The request must 
contain a certification to that effect, 
and be signed by a responsible represent¬ 
ative of the requesting organization. The 
computer-readable version of the can¬ 
didate list may be obtained by written 
request to: Computer List, OTS <TS~ 
557 >, Attn: Kenneth Olsen. Environ¬ 
mental Protection Agency. 401 M Street 
SW . Washington. D C. 20460 For addi¬ 
tional information you may call Mr. Ol¬ 
sen <202» 426-9819. 

Dated: June 29. 1977. 

Kenneth L. Johnson. 

Acting Assistant Administrator 
for Toxic Substances. 

|FR Doc 77-19379 Filed 7-7 77;8:46 urn | 


|PP 5O1617/T120; FKL 750-6| 

PESTICIDE PROGRAMS 

Renewal of a Temporary Tolerance for 

O-Ethyl S.S D-phenyl Pbosphorodithioate 

On May 24. 1976. the Environmental 
Protection Agency <EPA> announced <41 
FR 21218) an extension of a temporary 
tolerance for residues of the fungicide 
O-ethyl S.S-diphenyl phosphorodlthio- 
ate in or on the raw agricultural com¬ 
modity rice grain at 0.1 part per million 
<ppm >. This tolerance was established 
<40 FR 41834) in response to a pesticide 
petition <PP 501617) submitted by 
Mobay Chemical Corp. Chemagro Agri¬ 
cultural Dlv, P.O. Box 4913, Kansas 
City. Mo 64120. Tills extension expired 
May 13. 1977. 

Mobay Chemical Corp., Chemagro 
Agricultural Div.. has requested a one- 
year renewal of this temporary tolerance 
both to permit continued testing to ob¬ 
tain additional data and to permit the 
marketing of the above raw agricultural 
commodity when treated in accordance 
with the provisions of An experimental 
use permit that is being renewed con¬ 
currently under the Federal Insecti¬ 
cide. Fungicide, and Roden tic ide Act 
• FIFRA), as amended '86 Stat. 973: 89 
Stat 751: 7 U8C. I36<a> ctseq.). 

The scientiflc data reported and all 
other relevant material have been eval¬ 
uated. and it has been determined that 
a renewal of the temporary tolerance 
will protect the public health. <A related 
document concerning the renewal of a 
temporary food additive regulation for 
residues of the fungicide on rice hulls ap¬ 
pears elsewhere in today's Federal Reg¬ 
ister. > Therefore, the temporary toler¬ 
ance Is renewed on condition that the 
pesticide Is used in accordance with the 
experimental use permit with the follow¬ 
ing provisions: 

I. The total amount of the pesticide 
to be used must not exceed the quan¬ 
tity authorized by the experimental use 
permit. 

2 Mobay Chemical Corp., Chemagro 
Agricultural Div must immediately noti¬ 
fy the EPA of any findings from the ex¬ 
perimental use that have a bearing on 
safety. The firm must also keep records 
of production, distribution, and perform - 
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ance and on request make the records 
available to any authorized officer or em¬ 
ployee of the EPA or the Food and Drug 
Administration. 

This temporary tolerance expires June 
20.1978. Residues not in excess of 0.1 ppm 
remaining in or on rice grain after this 
expiration date will not be considered 
actionable If the pesticide is legally ap¬ 
plied during the term of and in accord¬ 
ance with the provisions of the experi¬ 
mental use permit and temporary toler¬ 
ance. This temporary tolerance may be 
revoked if the experimental use permit 
is revoked or if any scientific data or 
experience with this pesticide indicate 
such revocation is necessary to protect 
the public health. Inquiries concerning 
this notice may be directed to Special 
Registrations Section, Registration Dlvi- 
son < WH-567). Office of Pesticide Pro¬ 
grams. Room 315. East Tower. 401 M 
Street SW.. Washington. DC. 20460 
<202-755-4851). 

(Section 408< j) of the Federal Food. Drug, 
and Cosmetic Act <21 UJS.C. (340a(J)J.) 

Dated: June 20. 1977. 

Douglas D. Campt, 
Director. 

Registration Division . 

(PR Doc.77-19223 Filed 7-7-77:8:45 am) 


|OPP 31010; FRL 759-11 

REGISTRATION OF PESTICIDE PRODUCT 

ENTAILING A CHANGED USE PATTERN 

Receipt of Application 

Application to register a pesticide 
product entailing a changed use pattern 
has been made to the Environmental 
Protection Agency • EPA) pursuant to the 
provisions of the Federal Insecticide. 
Fungicide, and Rodentlcldc Act <FI 
FRA*, as amended <86 Stat. 973; 7 
U.S.C. 136 ct sc q.), and the regulations 
thereunder <40 CFR 162*. Notice of re¬ 
ceipt of this application Ls given in ac¬ 
cordance with the provisions of Section 
3<c) <4> of FIFRA (40 CFR 102JO»<6> 1 
and does not Indicate a decision by this 
Agency on the application. 

Any Federal agency or other interested 
persons are invited to submit written 
comments on this application referred 
to in this notice to the Federal Register 
Section. Technical Services Division 
• WH-569). Office of Pesticide Programs, 
Environmental Protection Agency. Room 
401. East Tower. 401 M St. SW. Wash¬ 
ington DC 20460. Three copies of the 
comments should be submitted to fa¬ 
cilitate the work of tlie Agency and 
others interested in inspecting them. The 
comments must be received on or before 
August 8. 1977. and should bear a nota¬ 
tion Indicating the EPA File Symbol 
number of the application to which the 
application to which the comments per¬ 
tain Comments received within the spec¬ 
ified time period will be considered be¬ 
fore a final decision Is made with respect 
to the pending application. Comments 
received after the specified time period 
will be considered only to tlic extent pos¬ 
sible without delaying processing of the 


application. Specific questions concern¬ 
ing the following application should be 
directed to the designated Product Man¬ 
ager i PM>. Registration Division <WH- 
567». Office of Pesticide Programs, at the 
above address or by telephone <202 426- 
2454. 

Notice of approval or denial of this 
application to register the pesticide prod¬ 
uct listed will be announced in the 
Federal Register. The label furnished 
by each applicant as well as all written 
comments filed pursuant to this notice 
will be available for public inspection in 
the office of the Federal Register Section 
from 8:30 a m. to 4 p.m. Monday through 
Friday. 

Dated: June 28.1977. 

Douglas D. Campt, 
Acting Director . 

Registration Division . 

APPLICATION RECEIVED 

EPA Pile 8ymbot 21137-4. EM Laboratorte-, 
Inc., Pesticide* Dlv., 500 Executive Blvc! 
El mi ford NY 10623. FUNOINEX. Active In- 
gredlenu: Triform* i N N-< 1,4-piperazine- 
dyl-blst2.2.2-trichloroethylldene) | bis (form- 
amide) > 18 2 . This application proposes 

a significant new uee pattern, since the prtn 
po-ted use patterns entail an outdoor appli¬ 
cation. whereas this pesticide chemical I* 
now registered only for u*e on roses In 
greenhouses Application also proposes that 
the product be classified for restricted use 
PM21 

|FR Doc.77-19376 Filed 7-7-77:8:45 ami 


(OPP-42047; FRL 758-11 

STATE OF CALIFORNIA 

Submission of State Plan for Certification 
of Pesticide Applicators 

In accordance with the provision* of 
Section 4<a)<2) of the Federal Insecti¬ 
cide. Fungicide, and Rodenticide Act 
• FIFRA). as amended <86 Stat. 973: 7 
U S C. 136 et seq ) and 40 CFR 171 <39 
FR 36446 (October 9. 1974 > and 40 FR 
11698 (March 12. 1975)). the Governor 
of the State of California, ha* submitted 
a 8tate Plan for Certification of Com¬ 
mercial and Private Applicators of Re¬ 
stricted Use Pesticides to the Environ 
mental Protection Agency < EPA» for ap¬ 
proval on a contingency basis. 

Contingency approval is being re¬ 
quested pending promulgation of addi¬ 
tional regulations. Copies of pertinem 
laws. regulations, proposed regulations, 
and other related documents are at¬ 
tached to the plan. 

Notice Is hereby given of -the lntcn 
tion of the Regional Administrator. EPA 
Region IX to approve the plan on a con¬ 
tingency basis. 

A summary of the plan follows. Ti e 
entire plan, together with all attached 
•appendices, may be examined dunm: 
normal business hours at the followim* 
locations: 

Department of Food and Agriculture. 122o 

"N" Street. Room A170, Sacramento. CA 

94815 < 916-425 2742 ). 
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Room 360. 100 California Street. San Fran¬ 
cisco CA Mill. Pesticides Branch. Air 
and Hazardous Materials Division. Envi¬ 
ronmental Protection Agency. Region IX 
<415-566-3352) 

Room 401. East Tower. Waterside Mall. 401 
Street. S.W . Washington. D.C. 20460 
(Federal Register Section Technical Sen- 
ices Division <WH 5«9t. Office of Pesticide 
programs. EPA (202 755-4854).) 

SUMMARY OF CALIFORNIA STATE PLAN 

The California Department of Pood 
and Agriculture has designated os the 
State lead agency for administering aU 
pesticides regulatory activities, including 
any provisions pertaining to private and 
commercial applicators, and the use of 
restricted use pesticides under FIFRA. 

The cooperating agencies In the certi¬ 
fication program Include the County Ag¬ 
ricultural Departments: University of 
California Cooperative Extension Serv¬ 
ice: State Universities and Community 
Colleges; California Department of 
Health. Vector and Waste Management 
Control Section; and the Department of 
Consumer Affairs. Structural Pest Con¬ 
trol Board. 

The County Agricultural Departments 
are each managed by an Agricultural 
Commissioner who la locally responsible 
for administration and enforcement of 
California laws and regulations per¬ 
taining to pest control and pesticides. 
Including the use and possession of re¬ 
stricted materials by private and com¬ 
mercial applicators. 

The Cooperative Extension Service. 
University of California, will have the 
lead role, pursuant to a Memorandum of 
Understanding. In the development of 
training information and systems per¬ 
taining to the use of restricted pesticides 
by private and commercial applicators. 

The State Universities and Commu¬ 
nity Colleges will respond to applicator 
training and information through the 
use of methods and materials made 
available by the lead agency. University 
of California. EPA. and other private 
and governmental sources. 

The California Department of Health. 
Vector and Waste Management Control 
Section has designed and implemented 
a specialized training and certification 
activity for public health, mosquito con¬ 
trol, and vertebrate vector control per¬ 
sonnel. 

The Department of Consumer Affairs. 
Structural Pest Control Board is respon¬ 
sible for carrying out a multicategory 
licensing and enforcement program for 
applicators meeting structural post con¬ 
trol competency requirements. The 
Structural Pest Control Board also reg¬ 
ulates other aspects of the structural 
pest control business. 

In order to assure program coordina¬ 
tion and uniformity in applicator train¬ 
ing. certification, and restricted use 
pesticide enforcement, the lead agency 
wlU coordinate and direct activities with 
the various cooperating agencies to 
whatever extent necessary. This will be 
carried out directly through several co¬ 
operative agreements and interagency 
advisory committees. . 


Legal authority for the certification 
program is contained in the following 
statutes and regulations: Food and Agri¬ 
culture Code Divisions 1. 2. 6. k 7; Cali¬ 
fornia Administrative Code Title 3; and 
Structural Pest Control Act Sections 
475-491: 8620. 8647. 

The plan indicates that the State lead 
agency and cooperating agencies have 
sufficient qualified personnel and funds 
necessary to conduct the programs de¬ 
scribed in the State Plan Certain EPA 
funds have been provided to the lead 
agency to support the certification pro¬ 
gram In FY 1976-77 a grant of $235,000 
was awarded to the Department of Food 
and Agriculture for this purpose. Addi¬ 
tionally. the Cooperative Extension Serv¬ 
ice. University of California, has re¬ 
ceived applicator training monies dur¬ 
ing FY 1976 and FY 1977. 

The State lead agency will submit an 
annual report to EPA on or before March 
15 of each year concerning the previous 
calendar year to Include the informa¬ 
tion specified in 40 CFR 171.7. 

The certification requirements for 
private and commercial applicators will 
be met by the restricted materials con¬ 
trol system, which requires applicators 
intending to possess or use restricted 
pesticides to comply with permit require¬ 
ments. and by other pesticide regulatory 
activities. 

Private Applicator Certification 

Private applicators will be certified 
by completion of an oral Interview be¬ 
tween the County Agricultural Commis¬ 
sioner and the private applicator. The 
oral interview* will cover the standards 
of competency as specified in 40 CFR 
171.5 and 171.6 The oral interview will 
take place at the time a restricted ma¬ 
terials permit is issued to the private 
applicator. Additionally, the County 
Agricultural Commissioner is required to 
consider the broad criteria specified in 
Section 14004.5 of the California Food 
and Agricultural Code. Permits may be 
issued for a single use. several uses, or 
for a season, but never in excess of 
twelve months The private applicator, 
after issuance of the restricted materials 
permit, will be subject to pesticide use 
surveillance when the restricted material 
is used. Provisions for supervision of 
non-certified applicators by certified pri¬ 
vate applicators is discussed In the plan. 

Commercial Applicator Certification 

Commercial applicators fall into four 
identified groups They are <a» agricul¬ 
tural pest control operators. <b> techni¬ 
cians employed by local public health 
vector control agencies. <c» structural 
pest control operators, and <d> all other 
commercial applicators. The standards 
of competency utilized for commercial 
applicators will meet or exceed those in 
40 CFR 171.4 and 171 6 All commercial 
applicators arc determined competent by 
means of satisfactorily passing a written 
examination. 

Agricultural Pest Control Applicators 

The Agricultural Pest Control Oper¬ 
ator category' covers fourteen specific pest 


control areas which are identified Jn the 
plan. Additionally, individuals who oper¬ 
ate aircraft in the business of pest control 
must hold an agricultural pilot's certifi¬ 
cate and an agricultural pest control op¬ 
erator license There are provisions for 
both apprentice and journeyman certifi¬ 
cates. 

During 1976. the lead agency issued 
over 1.800 agricultural pest control oper¬ 
ator licenses. In that same year 300 
apprentice pilots and over 600 journey¬ 
man pilots were licensed by the Depart¬ 
ment 

Public Health Applicators 

The Department of Health. Vector and 
Waste Management Control Section cer¬ 
tifies local public health vector control 
personnel who use or supervise the use 
of chemical or biological agents to con¬ 
trol vectors ThLs certification program 
meets or exceeds the standards of com¬ 
petency for Category* 8 < public health 
pest control). As of July 1976, 824 vec¬ 
tor control technicians had been certified 
in mosquito control and vertebrate vector 
control subcategories. Certification In the 
third subcategory "terrestrial inverte¬ 
brate vector control'* will be offered dur¬ 
ing 1977. The training program for the 
certified technician is comprehensive and 
designed to upgrade employees of local 
public health programs. A wTitten certi¬ 
fication examination covering the appro¬ 
priate standards is included in the train¬ 
ing course. 

The certification examination includes 
a code section on general pesticide use. 
safety, law’s and regulations, vector-dis¬ 
ease relationships, and specialty sections 
on biology and control of the vectors in 
each of these three subcategories. Con¬ 
tinued competence will be maintained by 
means of mandatory periodic training. 
Fach certified technician certificate will 
expire two years after issuance. As a 
condition for renewal, the completion of 
a prescribed refresher training course 
will be required prior to or within six 
months following the date of expiration. 

Structural Pest Control Applicators 

The Structural Pest Control Board. 
Department of Consumer Affairs, is re¬ 
sponsible for the examination and licens¬ 
ing of structural pest rontrol operators 
and field representatives. To obtain a 
license for either, a person murt success¬ 
fully pass written examinations which 
meet the competency standards for cer¬ 
tification in EPA Category' 7 ( Industrial. 
Institutional. Structural, and Health Re¬ 
lated Pest Contronl*. The license cate¬ 
gories utilized Include: Operator Branch 
1 « fumigation>. Operator Branch 2 <gen¬ 
eral pest control*, Operator Branch 3 
iwood-destroying pests and organisms). 
Field Representative Branch 1 < fumiga¬ 
tion. Field Representative Branch 2 < gen¬ 
eral pest control i. and Field Representa¬ 
tive Branch 3 < wood-destroying pests and 
organ Isms), Discussion of compliance 
with the lead agency's regulatory re¬ 
quirements and supervision of non-cer- 
tified individuals is included In the Plan. 
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OTHER COMMERCIAL APPLICATORS 

Commercial applicators not Included 
in the previous categories will be certi¬ 
fied by the Department of Food and 
Agriculture to use restricted use pesti¬ 
cides after passing a written examination 
to demonstrate the ability to conduct 
peat control operations safely and to 
demonstrate knowledge of the principles 
and practices of pest control. The ex¬ 
aminations will include all of the general 
standards and specific category stand¬ 
ards applicable to the type<$> of pest 
control to be conducted with the excep¬ 
tion of those relating to pest recognition 
in certain categories (Forest Pest Con¬ 
trol. Seed Treatment, Aquatic Pest Con¬ 
trol. and Right-of-way Pest Control! 
which is adequately regulated through 
the licensing of agricultural pest con¬ 
trol advisors discussed elsewhere in the 
plan. 

The commercial categories to be uti¬ 
lized. in addition to those licensing pro¬ 
grams discussed previously. Include: (1) 
Agricultural Pest Control. (2) Forest 
Pest Control. (3> Ornamental and Turf 
Pest Control. (4) Seed Treatment, (5) 
Aquatic Pest Control, (6) Right-of-way 
Pest Control. <7> Industrial and Institu¬ 
tional Pest Control, and (8) Regulatory 
Pest Control. 

The Demonstration and Research Pest 
Control category' was deleted and the 
Agricultural Pest Control category was 
added in an amendment to State Plan 
submitted April 28, 1977. 

The applicant must successfully pass 
a written examination on each type of 
pest control to be conducted in addition 
to the basic core examination on laws, 
regulations, safety, and general prac¬ 
tices. Examinations will consist of ap¬ 
proximately 100 multiple choice ques¬ 
tions. The minimum passing score is 70 
percent for each examination. Training 
and study guides are available from the 
University of California. Cooperative Ex¬ 
tension Bervice for the specific applicator 
certification categories. In addition, each 
applicant will be sent a study guide on 
California’s pest control laws and regula¬ 
tions plus Information on sources of 
other appropriate materials, A certificate 
will be issued to each certified com¬ 
mercial applicator and will consist of an 
embossed plastic card similar to a com¬ 
mon credit card. Each certificate will 
be valid indefinitely unless suspended or 
revoked by the Director. Department of 
Food and Agriculture. It is estimated 
that there will be between 3,000 to 20.000 
applicants in this group, the size of this 
group being dependent on the final list¬ 
ing of restricted use pesticides by EPA. 
Provisions for supervision of non-certi- 
fled applicators are discussed In the Plan. 

There are no provisions in the Plan 
for the certification of applicators who 
do not read English. 

The Plan indicates that aonlicators 
emoloyed by Federal agencies and appli¬ 
cators on Indian reservations will be re¬ 
quired to comply with the same com¬ 
petency standards and restricted ma¬ 


terials permit requirements that pertain 
to other commercial applicators who 
possess or apply restricted materials. 

The Plan also indicates that reciproc¬ 
ity agreements are not in place at the 
present time. As certification programs 
are established in neighboring states, it 
will be possible to determine if reciproc¬ 
ity agreements can be established. 

Other regulatory urogram activities 
described in the California State Plan 
to maintain and supplement the certifi¬ 
cation program include the following: 

(1) Pesticide product reglitrmtton. 

(2) Experimental use permits. 

(3) Pesticide product quality control, 

14) Restricted material*. 

«5) Agricultural peel control advisor li¬ 
censing. 

(6) Pesticide dealer licencing. 

(7) Pesticide worker safety regulations. 

(8) Storage, handling, transportation, and 
disposal of pesticides and used containers 
regulations, 

(9) Pesticide residue enforcement 

Each of these programs is discussed 
In the Plan. 

Maintenance of the State Plan will be 
insured by provisions that private and 
commercial applicators comply with the 
standards for use of restricted materials 
including those pertaining to supervision 
of noncertified aonlicators, and through 
the enforcement of the regulatory meas¬ 
ures detailed in the State Plan An en¬ 
forcement staff of over 700 lead agency 
and county agricultural personnel will, 
on a statewide basis, continue to main¬ 
tain applicator competence through fre¬ 
quent direct contact and observation of 
pesticide applications. 

Private and commercial annlicators. on 
the basis of changing technology, will 
routinely be given various refresher 
courses, technical information, and spe¬ 
cialized training as necessary to insure 
continuation of competency through co¬ 
ordinated programs carried out by the 
University of California. Department of 
Food and Agriculture. Countv Agricul¬ 
tural Commissioners, and other coop¬ 
erating agencies. 

Public Comments 

Interested persons are invited to sub¬ 
mit written comments on the proposed 
Plan for the State of California to the 
Chief. Pesticides Branch. Air and Haz¬ 
ardous Materials Division. Region DC. 
Environmental Protection Agency. Room 
360. 100 California Street. San Francisco. 
California 94111. The comments must 
be received on or before August 8. 1977, 
and should bear the identifying notation 
(OPP-42047). All wTltten comments 
filed pursuant to this notice will be 
available for public Inspection at the 
above mentioned location from 8:30 a m. 
to 4 pm. Monday through Friday. 

Dated: June 24. 1977. 

Paul De Falco. Jr., 
Regional Administrator. 

Region IX. 

|FR Doc 77-19375 FUed 7-7-77;B:45 am| 


|PP 60I667/T122; FRL 756-61 

TEBUTHIURON 

Establishment of Temporary Tolerances 

Elanco Products Co.. Div. of Eli Lilly 
and Co., P.O. Box 1750. Indianapolis. 
Ind. 46206. has submitted a pesticide 
petition *PP 601667) to the Environ¬ 
mental Protection Agency (EPA). This 
petition requests that temporary toler¬ 
ances be established for residues of 
the herbicide tebuthiuron (N-r5-(l,l- 
d imethy lethy 1 ) -1 .3 .4 - th ladiazol-2-y l 1 -N, 
AT-dimethylurca and its metabolites in 
or on the raw agricultural commodities 
grasses (pasture and rangeland! and 
grass hay at 20 parts per million (ppm!; 
in kidney and liver of cattle, goats, horses 
and sheep at 2 ppm: In milk at 0.3 ppm 
and in the meat. fat. and meat byprod¬ 
ucts (except kidney and liver> of cattle, 
goats, horses and sheep at 0.25 ppm. 

Establishment of these temporary 
tolerances will permit the marketing of 
the above raw agricultural commodities 
when treated in accordance with the 
experimental use permit that has been 
issued under the Federal Insecticide. 
Rodenticide Act. as amended <86 Stat. 
973. 89 Stat. 751; 7 UB.C. 136(a) etseq.i. 

An evaluation of the scientific data 
reported and other relevant material 
showed that the requested tolerances 
were adequate to cover residues result¬ 
ing from the proposed experimental use. 
and it was determined that the tempo¬ 
rary tolerances would protect the pub¬ 
lic health. The temporary tolerances 
have been established for the pesticide, 
therefore, with the following provisions: 

1. The totxl amount of the pesticide to be 
used must not exceed the quantity author¬ 
ized bv the experimental u*e permit. 

2. Elanco Product* Co. roust immediately 
notify the EPA of any Ondinc* from the ex¬ 
perimental use that have any bearing on 
aafety. The firm must also keep record* of 
production, distribution and performance 
and on request make the records available to 
any authorized officer or employee of the 
EPA or Food and Drug Administration. 

These temporary tolerances expire 
June 15. 1978 Residues not in excess of 
these temporary tolerances remaining in 
or on the above raw agricultural com¬ 
modities after expiration of these toler¬ 
ances will not be considered actionable 
if the pesticide is legally applied during 
the term of and in accordance with the 
provisions of the experimental use per¬ 
mits and temporary tolerances. These 
temporary tolerances mny be revoked if 
the experimental use permit is revoked 
or if any scientific data or experience 
with this pesticide indicates such revo¬ 
cation is necessary to protect the public 
health Inquiries concerning this notice 
may be directed to the Special Registra¬ 
tions Section. Registration Division 
(WH-567), Office of Pesticide Programs. 
Rm. 315, East Tower. 401 M Street SW.. 
Washington. D.C. 20460 (202-755-4851). 
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STATirroar Authority : Section 408<J) of 
ihr Federal Food. Drug and Cosmetic Acl 
,21 USC 346&(J». 

Dated: June 28.1877. 

Douglas D. Campt. 

Acting Director. 
Registration Division 
,KR DOC.77-1M78 Filed 7-7-77:8.45 am) 


FEDERAL ENERGY 
ADMINISTRATION 

PETROLEUM COMPANY FINANCIAL 
REPORTING SYSTEM 

Public Panel 

AGENCY: Federal Energy Administra¬ 
tion <FEA>. 

ACTION: Notice of public panel to dis¬ 
cuss the petroleum company financial 
reporting system. 

SUMMARY: The Federal Energy Ad¬ 
ministration <FEA) requires financial In¬ 
formation regarding petroleum company 
operations to fulfill its responsibility to 
formulate energy policy. FEA proposes 
to implement a Financial Reporting 
System that will collect detailed In¬ 
formation about the financial results for 
these companies. The proposed report¬ 
ing form will be a modified version of a 
previous proposal which was changed 
and expanded to take account of new 
data requirements and the receipt of 
public comments. The public comments 
were received as part of a public com¬ 
ment period which was announced in 40 
FR 43612. dated September 22. 1975. The 
new requirements implement a part of 
the National Energy Plan. The public 
panel discussion announced in this notice 
provides interested parties the oppor¬ 
tunity to offer comments which will help 
guide FEA‘s development of this report¬ 
ing program. Certain topics are high¬ 
lighted for specific comment. 

DATEST: Comments by August 3. 1977, 

4 30 p.m Requests to speak by July 22. 
1977. Panel date: July 29. 1977. 9 am. to 

5 p.m. 

ADDRESSES: Written comments and 
requests to participate to David T. Hu- 
lett. Deputy Assistant Administrator. 
Data and Analysis. Federal Energy Ad¬ 
ministration. 12th and Pennsylvania Av¬ 
enue NW„ Room 4426, Washington. D.C. 
20461. telephone 202-566-9618. 

Panel discussion location: Conference 
Room B. Departmental Auditorium. Old 
Labor Department Building. Constitu- 
tion Avenue between 12th and 14th 
Streets NW . Washington. D.C. 20461. 

Transcripts available for review at 
Freedom of Information Office, Public 
Reading Room. 12th and Pennsylvania 
Avenue NW , Room 2107. Washington. 
DC. 20461. 

Copies of the transcript of the meeting 
may be purchased from the reporter. 

POR FURTHER INFORMATION CON¬ 
TACT: 

Gilbert M Rogers. Project Manager. 
Financial Reporting System. 12th and 


Pennsylvania Avenue NW . Room 4420. 
Washington. DC. 20461 <202-566- 

7493 > 

Fred A Santogroasi Financial Analy¬ 
sis Division. 12th and Pennsylvania 
Avenue NW . Room 4433. Washington. 
D.C 20461 (202-566-9694>, 

William D. Luck. Office of General 
Counsel. 12th and Pennsylvania Ave¬ 
nue NW., Room 6144. Washington, 
D C. 20461 i202-566-9296>. 

SUPPLEMENTARY INFORMATION: 

I. Legislative Mandate for the Finan¬ 
cial Reporting 8ystem <FRS>. 

17. Objectives of FRS 
IIL Previously Published Version of 
FRS 

IV Implementation Scheme 

V. Comments Invited. Particularly on 
Cetrain Issues 

VI. Panel Discussion Procedures. 
Notice is hereby given that the issues 

related to the development and imple¬ 
mentation of the FEA Petroleum Com¬ 
pany Financial Reporting System (FRS) 
will be the topic of a panel dis¬ 
cussion to be held on July 29.. 1977. from 
9 a m. to 5 pm. in Conference Room B. 
Departmental Auditorium. Old Labor 
Department Building. Constitution Ave¬ 
nue between 12th and 14th Streets. NW.. 
Washington. D.C. 

I. Legislative Mandate for FRS 

The Financial Reporting System 
»FRS> is designed to provide energy in¬ 
formation from the petroleum Industry 
to meet two areas of responsibility of the 
Administrator of the Federal Energy Ad¬ 
ministration fFEA> 

TTie first of these areas Is to assist the 
AdminLstrator In fulfilling certain of his 
responsibilities under the FEA Act of 
1974, Public Law 93-275. as amended 
Pursuant to Section 13 of the FRA Act 
the Administrator is required to "collect, 
assemble, evaluate, and analyze energy 
information by categorical groupings, 
established by the Administrator, of suf¬ 
ficient comprehensiveness and particu¬ 
larity to permit fully informed monitor¬ 
ing and policy guidance with respect to 
the exercise of hLs functions under this 
Act " Section 5<vW5> of the FEA Act 
further states that the Administrator 
shall "promote stability in energy prices 
to the consumer, promote free and open 
competition In all aspects of the energy 
field, prevent unreasonable profits with¬ 
in the various segments of the energv 
industry, and promote free enterprise/* 
Finally. Section !8f*> of the FEA Act 
states that — • • the Administrator 
shall • • • ensure that the potential 
economic impacts of proposed regulatory 
and other actions • • • are evalu¬ 
ated • • • " , 

The second area of responsibility 
which is addressed by FRS is the re¬ 
quirement of Title V. Section 505 of the 
Energy Policy and Conservation Act 
lEFUA i, Public Law 94-163. as Amended, 
which amends Section ll<c> of the En¬ 
ergy Supply and Environmental Coordi¬ 
nation Act of 1974 iESECAi. Public Law 


93-319. as amended, to require that the 
Administrator file quarterly reports with 
the President and the Congress present¬ 
ing energy information as specified In 
Section 503<c> of EPCA Such quarterly 
reports are to be made by the Adminis¬ 
trator for each calendar quarter which 
begins 6 months after the date on which 
the accounting practices being developed 
pursuant to Title V. Section 503 of EPCA 
are made effective Title V. Section 503 
of EPCA provides: n> for the develop¬ 
ment by the Securities and Exchange 
Commission, relying on the Financial 
Accounting Standards Board and in con¬ 
sultation with the FEA. the General Ac¬ 
counting Office and the Federal Power 
Commission, of accounting practices to 
be followed In the preparation of ac¬ 
counts by persons engaged in the pro¬ 
duction of crude oil or natural gas in 
the United States: <2* that the stand¬ 
ards developed, to the greatest extent 
practicable, permit the compilation, 
treating domestic and foreign operations 
as separate categories, of an energy data 
base consisting of (a) the separate cal¬ 
culation of capital, revenue, and oper¬ 
ating cost information pertaining to 
prospecting, acquisition, exploration, de¬ 
velopment, and production; <b> the full 
presentation of the financial informa¬ 
tion of persons engaged in the produc¬ 
tion of crude oil or natural gas; and <c» 
such other information, projections, and 
relationships of collected data as shall 
be necessary to facilitate the compilation 
of such data base. 

With respect to the scope of energy in¬ 
formation which may be collected by 
FRS. Section UCe) of ESECA de¬ 
fines energy information as including 
"4A> all information in whatever form 
on i i» fuel reserves, exploration, extrac¬ 
tion. and energy resources < including 
petrochemical feedstocks) wherever lo¬ 
cated; <ii» production, distribution, and 
consumption of energv and fuels wher¬ 
ever carried on; and <B> matters relat¬ 
ing to energy and fuels, such as corpo¬ 
rate structure and proprietary relation¬ 
ships. costs, prices, capital investment, 
and assets, and other matters directly 
related thereto, wherever they exist." 

Although the subject of this notice Is 
the annual reporting system, the quar¬ 
terly reporting will be compatible with 
the exploration, development and pro¬ 
duction sections of the annual PRS. 

II. Objectives or FRS 

The Information collected by FRS 
will enable more informed deliberation 
as to possible government actions with 
regard to the petroleum industry. FRS 
Information will assist in analysis of the 
following areas: 

1 1) What are the revenues, costs, and 
profits being realized in the different 
segments of the petroleum industry: 
Foreign and domestic operations? Pro¬ 
duction. refining, and marketing? What 
arc the relationships between costs and 
sales prices? 

42> What is the degree of influence or 
control exercised by single companies or 
groups of com panics, with in the context 
of ownership of reserves, control of pro- 
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duction and access to foreign sources of 
oil and of other fuels? 

<3> How are the petroleum companies 
using funds generated from their oper¬ 
ations in terms of reinvestment in ex¬ 
ploration and development of additional 
reserves, investment in other energy In¬ 
dustries or investment in industries 
other than energy? 

in. Previously Published Version or 

FRS 

A proposed version of the FRS form 
and an October 14. 1975. public hearing 
concerning that proposed form have 
been the subject of a previous notice <40 
FR 43612. September 22. 1975). The 
present version of the FRS form re¬ 
sponds to many of the comments made 
by interested parties at that previous 
public hearing and to comments received 
by mail Specific comments regarding 
further elimination of parts or individ¬ 
ual elements in the forms are solicited. 
At the same time, FEA solicits ideas for 
additional data requirements that will 
serve the public policy analysis process. 
In each case, supporting arguments 
should accompany comments. 

The confidentiality of the data col¬ 
lected and the burden of preparing the 
form were the primary concerns ex¬ 
pressed by companies which submitted 
comments. Many firms felt that their 
competitive position vis-a-vis other 
firms In the Industry would be weakened 
If detailed information of their opera¬ 
tions became known to the public. The 
question of confidential]tv remains under 
consideration by FEA. and further com¬ 
ments arc desired. 

Also, many parties felt that the burden 
was unnecessary because some of the 
data was already being reported to vari¬ 
ous government agencies In response to 
these comments the FEA has attempted 
to reduce substantially the reporting 
burden, as described in more detail later 
in this section. 

Suggestions for improving the clarity 
of the form and recommending the need 
for additional Information were offered 
by many government agencies. Some 
agencies felt that clarity could be im¬ 
proved by providing more detailed defini¬ 
tions and by Incorporating a greater 
number of definitions in the form and its 
accompanying instructions. Further¬ 
more. it was suggested that a set of the 
basic financial statements be provided as 
a part of the form so that the subsidiary 
schedules could be reconciled or Incorpo¬ 
rated into the detailed accounts appear¬ 
ing in the basic financial statements. 
Additlonal comments were made regard¬ 
ing collection. Including the following: 
<!) requiring that all companies in the 
energy field, and not Just petroleum com¬ 
panies. file this or a similar form. <2) 
obtaining financial information on a re¬ 
gional basis. In order to enable better 
analysts of comoetltion. <3> establishing 
a uniform detailed system of accounts to 
Improve comparability between compa¬ 
nies. and <4> the expansion of the form 
to include additional vertical and hori¬ 
zontal line of business segments. As to 

<3» the Financial Accounting Standards 
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Board and the Securities and Exchange 
Commission, pursuant to Section 503 of 
EPCA. as described In Section I of this 
Notice, are presently working to estab¬ 
lish accounting standards for financial 
reporting in the extractive industries. As 
to <4i the form has been expanded to 
collect costs and revenues by vertical and 
horizontal business segment, adding sep¬ 
arate segments for refining and market¬ 
ing. for example. 

Other significant changes which have 
been made to the form Include: <a> re¬ 
duction of the detail required in Schedule 
11 concerning accounting for book tax 
timing differences. <b» elimination of the 
net acreage section of Schedule 12. and 
<c> various other consolidations and 
eiiminatioas in Schedules 1. 4. 5. 7. and 9 
in order to reduce the reporting burden 
without sacrificing essential petroleum 
company data. 

IV. Implementation Scheme 

After modifications are made subse¬ 
quent to the July 29. 1977, panel discus¬ 
sion. the form will have reached nearly 
final form. A 30-day pretest will then be 
conducted, involving approximately 8 
firms: the pretest will examine in detail 
especially those parts of FRS which have 
changed since the earliest version of the 
form. The pretest is scheduled to be com¬ 
pleted at the end of September 1977 at 
which time a final version of the form 
will be prepared for submission to the 
Oeneral Accounting Office <GAO) for 
clearance. 

As a part of the forms clearance proc¬ 
ess the OAO will publish a Federal 
Register Notice with the proposed final 
version of the form, and all interested 
parties will again be invited to provide 
comment. That process is expected to 
take about 45 days and be complete at 
the cr.d of November. 

FEA plans to implement the FRS in 
phases. In the first phase, to be imple¬ 
mented this year. FEA plans to require 
only a sample of 35 to 50 large petroleum 
companies to complete and submit the 
form. This sample may include large in¬ 
tegrated companies as well as large oil 
and gas producers, refiners, and mar¬ 
keters. In subsequent phases, FEA plans 
to expand the reporting coverage to in¬ 
clude a sample of smaller companies as 
well as the large petroleum companies, 
and may develop surveys of firms pro¬ 
ducing only other fuels such as coal or 
uranium. 

Respondents will be required to sub¬ 
mit the form by <a> 135 days after the 
close of each company's fiscal year or <b> 
100 days after receipt of the form, which¬ 
ever is later. As a means of establishing 
a historical data base, FEA will require 
a condensed version of the form be sub¬ 
mitted indicating responses for the years 
1972 through 1976. 

V. Comments Invited. Particularly in 
Certain Issues 

The July 29. 1977. public panel dis¬ 
cussion is for the purpose of discussing 
any issues and problems connected with 
the design and implementation of FRS 
However, described below are some issues 


identified by the FEA staff upon which 
comment is especially desired: 

1. Confidential information . Some of 
the information requested on this form 
may be considered confidential informa¬ 
tion, because its release would be deemed 
to cause substantial competitive Injur? 
If it Is believed that any information re¬ 
quired by the form is covered by the 
exemption to the Freedom of Informa¬ 
tion Act concerning trade secrets and 
commercial or financial information ob¬ 
tained from a person and privileged or 
confidential (5 U.3.C. 552<b> <4> >. plea.v • 
provide comment. Such comment should 
Include: ( 1 ) a description of the item 
< 2 > an explanation of the competitive in¬ 
jury to the submitting party which would 
result from public disclosure. <3> an in¬ 
dication whether and why such items of 
information are customarily treated as 
confidential within the industry, and <4- 
an indication when such information 
might become nor.confldential due to the 
passage of time. FEA retains the right to 
make its own determination with regard 
to any claim of confidentiality, 

2. Reporting of financial information 
by separate refining and marketing busi¬ 
ness segments. The most imports: t 
modification of the earlier form is the 
requirement to report the refining and 
marketing functions of integrated com¬ 
panies as separate business segments. In 
requiring the reporting of financial in¬ 
formation by business segment, FEA ha 5 
as its objective the determination of the 
return on Investment achieved by each 
segment FEA recognizes that many com¬ 
panies may never have accounted for 
their operations in this fashion and 
therefore may encounter difficulty in im¬ 
plementing this aspect of the form. FEA 
is seeking comment and information with 
a view f towards refining the instruction 
and further ascertaining the feasibility 
of reporting by segment. In particular 
there are two aspects of this problem 
upon which comment is especial!, 
desired. 

The first area concerns the establish¬ 
ment of revenues for in ter-segment sale > 
In principle this may be done by estab¬ 
lishing transfer prices based upon < 1 1 
sales of the same quantity of the san e 
product to third parties by the sam- 
company in the same locality in the same 
time period, etc.. <2> effecting some com¬ 
promise with regard to the aforemen¬ 
tioned variables, such as using pricr* 
from sales of a similar product or using 
prices from sales at a different geo¬ 
graphic location, etc., or <3> calculating 
a price based upon some preset return 
on investment for the assets involved :n 
the operation. FEA invites comment on 
the availability of representative third 
party prices for products which would be 
suitable for the calculation of inter-seg¬ 
ment sales and the availability or suita¬ 
bility of alternative methods for estab¬ 
lishing transfer prices Of particular in¬ 
terest would be detailed descriptions of 
circumstances in which the establish¬ 
ment of a product's transfer price would 
be difficult, including suggested solution* 
to the problem 
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The second area of desired comment 
concerns allocation of asset, liability, or 
income items not specific to a segment or 
operation, such as general corporate ex¬ 
penses. research and development, cor¬ 
porate working capital, debt service, etc. 
to the separate business segments. Al¬ 
though such financial information can¬ 
not always be specifically associated with 
a particular segment on the basis of ob¬ 
jective evidence, calculation of net in¬ 
come and investment by segment would 
require such an allocation. Comment is 
desired as to <a> whether it is believed 
that such nonassociftted costs are signifi¬ 
cant, <b> whether there are reasonable 
means to allocate some or all of these 
costs to segments, (c> whether a sys¬ 
tematic allocation of such costs would 
lead to significantly incorrect income 
and investment information for each 
segment concerned, and <d> whether 
there are other Indicators of segmental 
performance which can be used without 
the allocation of such items. 

3. Statistical data for nonconsol idated 
subsidiaries. FEA proposes to modify the 
1975 FRS forms and instructions to 
show separately the operating data for 
consolidated and nonconsolidated af¬ 
filiates. Data for nonconsolldated oper¬ 
ations would reflect the company’s eouity 
share in its affiliates’ one rations. FEA be¬ 
lieves that this form of reporting is 
already standard practice, but any com¬ 
ments on potential problems would be 
welcomed. 

4 Prospective implementation of fi¬ 
nancial accounting standards In re¬ 
sponse to Section 503 of EPCA the Fi¬ 
nancial Accounting Standards Board 
<FASB> is exoected to promulgate finan¬ 
cial accounting standards for comnanles 
involved in the exploration, develop¬ 
ment and production of oil and natural 
gas by December 22. 1977. The SEC will 
determine whether to rely on these 
standards or to adont different ones. The 
imolementation of the standards is ex¬ 
pected to have significant effects upon 
the financial statements of many com¬ 
panies. although it cannot be ascertained 
which companies will be affected until 
the standards are decided upon. The Is¬ 
sues under consideration are contained 
in the FASB Discussion Memorandum 
entitled, ’’Financial Accounting and Re¬ 
porting in the Extractive Industries, 
which is available at $8 per cony by di¬ 
recting a request to: Publications Divi¬ 
sion. File Reference 1015. Financial Ac¬ 
counting Standards Board. High Ridge 
Park. Stamford. Connecticut 06905. The 
FASB expects to publish an Exoosure 
Draft in mid-July 1977 containing Its 
proposed accounting standards. 

On June 16 the SEC released for com¬ 
ment a scries of topics related to ac¬ 
counting and financial reporting stand¬ 
ards <Release 33-5837). These tonics 
supplement the FASB's proposals: they 
relate to accounting for oil and gas ex¬ 
ploration and production The SEC 
topics were published In 42 FR 33136 on 
June 29.1977. 

Interested parties may want to review 
the FA8B and SEC documents. 


The implementation of the new finan¬ 
cial accounting standards may distort 
the comparability between currently 
filed FRS forms, and those filed after the 
Implementation of new standards. Ac¬ 
cordingly, FEA proposes to require the 
future amendment of Information filed 
for previous years to conform to any new 
accounting practices. FEA seeks com¬ 
ment on this proposal. 

5. Exploration, development, and pro¬ 
duction expenditures. FEA invites com¬ 
ment on its plan to collect information 
about historical expenditures for explo¬ 
ration. development and production of 
oil and gas and the additions to oil and 
gas reserves. These data would cover the 
years 1962-1971. 

6 . Burden. Comment is desired con¬ 
cerning the amount of burden which is 
anticipated to complete each schedule 
of the form and ways to reduce such bur¬ 
den. Comment should also Include in- 
formition as to whether there are (1) 
data already being supplied to the Fed¬ 
eral Government which would be dupli¬ 
cated by the form, or (2) publicly avail¬ 
able data which would accomplish the 
objectives of the form, (3) data required 
by the form which fts either unavailable 
or w’hich would require an extraordinary 
effort to gather. 

7. Simplified forms for small compa¬ 
nies. The proposed report may represent 
a substantial burden for small compa¬ 
nies. FEA requests specific comments on 
ways to simplify the form for these com¬ 
panies. without losing essential data. 

VI, Panel Discussion Procedures 

The purpose of the pane! discussion is 
to assist the FEA in its decision-making 
relating to the implementation of the 
FRS. Members of the public who wish 
to participate in the panel discussion 
should inform David T. Hulett. Deputy 
Assistant Administrator. Data and Anal¬ 
ysis, FEA. 12th and Pennsylvania Av¬ 
enue NW., Room 4426, Washington. D.C, 
20461. Phone 202-566-9618. at least 7 
days prior to the meeting Prepared writ¬ 
ten comments will be made a part of the 
public record. Prepared oral presenta¬ 
tions will be limited to 5 minutes for each 
interested party. Written comments may 
be submitted either before or within 5 
days after the meeting. 

Copies of the proposed form. Copies of 
an information package and draft FRS 
forms may be obtained by calling or 
writing to FRS Project Office. Room 
4420. 12th and Pennsylvania Avenue 
NW., Washington. D C. 20461 <202-568- 
7686). 

Transcripts. Approximately two weeks 
after the panel discussion, the tran¬ 
script of the meeting will be available for 
public review at the Freedom of Infor¬ 
mation Public Reading Room. Room 
2107, Federal Building. 12th and Penn¬ 
sylvania Avenue NW.. Washington. D.C . 
between the hours of 8 a m and 4:30 
p.m.. Mondny through Friday, except 
Federal holidays. Any person may pur¬ 
chase a copy of the transcript from the 
rejx)rter 


Issued at Washington. D.C.. on July 1. 
1977 


Eric J. Fycx, 
Acting General Counsel. 
Federal Energy Administration. 
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FEDERAL MARITIME COMMISSION 

CERTIFICATES OF FINANCIAL 
RESPONSIBILITY (OIL POLLUTION) 

Certificates Issued 

Notice Is hereby given that the follow¬ 
ing vessel owners and/or operators have 
established evidence of financial respon¬ 
sibility. with respect to the vessels in¬ 
dicated. as required by section 31 l<p) 

< 1 > of the Federal Water Pollution Con¬ 
trol Act, and have been issued Federal 
Maritime Commission Certificates of Fi¬ 
nancial Responsibility (Oil Pollution) 
pursuant to Part 542 of Title 46 CFR 

Owner operator and 
Certijlccte So. vessels 

01011... Ak ties*: ska bet Det Oetaslatlske 
Kompxgnl: Paranogva. Song• 
khla 

0105C_ Smtes Steamship Co : Illinois. 

01128... KV. Ubern 8 A: Catherine. 
01323... Manchester Liner* Ltd : Manches¬ 
ter Vanguard . 

01456... Oceonverg Shipping Co Ltd : Sea 
Moon. 

01931... Astromandato Cla Navlera SA. of 
Pom a ns: Topaz. 

02138... Sioux City and New Orleans Barge 
Lines Inc.: Nebraska City. 

02163_ J Lourltr.cn A S. Irena Dan 

02330... Taiwan Marine Corp : Shtng Ta. 

. Iloung Ta. 

02367 Canadian Pacific (Bermuda) Ltd 

Port Quebec. 

02492... Interstate and Ocean Transport 
Co.: Chem-36. 

02736 Reichhold Chemicals Inc : RV-3*. 

02975... Venture Shipping (Managers) 
Ltd.: Sigeria Venture 

02983... The Shipping Corp Of India. Ltd 
ArunorAo/ Pradesh. 

03314. . OuU OU Corp : American Sptnt 
03727... Continental OU Co.: SMS. So. 
1459. 

03730... Brown Ac Root Inc. Bar 275. 
03833... Skaarup Shipping Corp,: Gold 
Bond Conveyor. 

04092 . B V. Bureau Wljsmuller 

Typhoon. Tempest. Ocean Serv¬ 
ant /. Ocean Servant It. 

04126... JugoUnlJa Rijeka: Dreznica. Sana 
04263... Wsywiser Navigation Corp. Ltd 
Concord Horizon. 

04289_ Dixie Carriers Inc.: DXE 2311 DXE 

2312. DXE UOO 

04793... Snam SPA Agip Abruzzo. 
05008... Star Klst Foods Inc.: Sea Haick. 
06437... The Dow Chemical Co.: DC497, DC 
498 

06639... Blsao Marino Co. Inc : Cappy 
Blsso 

06248... Commercial Corp. ’ Sovrybflot"; 

I van Ayazovskiy. Aleksey Venet¬ 
sianov. Konstantin Olshanskiy. 
Vasiliy Sur$kov. Valentin Serov. 
Ivan Shishkin. Severnyy Veter. 
Kosmonact Gagarin. Demyan 
Kcrotchenko, Darnitsa. Sefte - 
gorsk. tiefiekamik. Kivach, 
Khalmogory. Zakavkazye. Vet - 
khoyany. Khibiny. Ambarchtk. 
Onekotan. Kharovik , Slavgorod 
Qigant 
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Certificate So Owner/Operator and Vessels 
06311... Kanxi Gvotfyo Kabushlkl Kal*h*: 
Tomi Maru No 95. 

06351... Southern Shipbuilding Corp.: 
SoufAem No. 6. 

06037... Kabushlkl Kalsha Usufuku Hon- 
ten: Shofuku Marti No. 61. 
07300... Hokuyo Sulaan Kabuahlkt Kalnha: 

Koyo Maru No. 3, Koyo Maru 
No. 2. Koyo Maru No. 21. 
07711... AB Vasa Shipping OT: Michael. 
Andrew. 

08002... Mareona Ocean Industries Ltd.: 
Atlan Judith. 

06063... Milton Shipping Co. Ltd : Mount- 
park. 

08153... Slcula P&rtenopea Dt Navlgazlone 
8.PA: Stella Azzurra 

08617... Fairmont Enterprises Ltd.: United 
Spirit. 

06887... C.A. Navi era De Transport* Y 
Turlamo: Nr la Altomare. 
09021... Daeyang Shipping Corp. Ltd.: 
Daeyang Royalty. 

090*0... Seiju Kato: Fukuyoshi Maru No. 
28. 

09101... Aeako* Companla Naviera S.A.: 
Aegis Atomic 

09164— Aqua nave* C.A.: Isabel Margarita 
09413... KanM Bus*an K K.: Genpuku 
Maru No. 92. 

09608... Fukulchl Oyogyo Kabushlkl Kal¬ 
sha: Fukuichi Maru No. 93. 
09696... Thomas A Wllllameon. Partner¬ 
ship: CC-211. 

09717... The Academy of Sciences of the 
U83R: Sergei Vavilov. Petr 
Lebedev. 

10068— Llnea Manaure CA.: Manaure HI. 

10263.. . Tlllp Industries Inc.: North Lite . 

10567.. . Stephenson Clarke Shipping Ltd.: 

HTojiilngfon. 

10616.. . Arab Maritime Petroleum Trans¬ 

port Co . Al Rafidain 

10892.. . Companla International de Pesca 

y Derivation S A : Lur-Txori, Ur- 
Txori, Txori-Urdin. 

11011.. . Power Corp. of Canada Ltd Fer- 

bec. 

11344.. . Bruneo Towboat Co.: ZB-43. 

11388. .. Federal Transport Co. Inc : Lord 

d Orleans. Lord Fleur d'Epee. 

11400.. . J.L. Offshore Drilling A/8: Maya 

Dan. 

11410.. . Salen Offshore Drilling Co : Sal en¬ 

ergy If. 

11792.. . Prometheus Maritime Corp H Pth- < 

seidon. Treana. Aegokeros. 

12130.. .. Pine-Oak Shipping SA.: Cresstda. 
12145„ Chevron U.S A Inc.; Chevron Lou- i 

tr Ian*. 

12280.. . Xoangulf SA Panima: Theoftto* K 

12341.. . Geo W Thacker: Korshamn 

12387.. . Petry Cia 8 A. Panama: Yaica. 

12434.. . United Arab Shipping Co. 

(8 A O).: Ibn Atabbar, ibn Bo* - 
jah. Ibn Younus. Ibn Zulir 

12453.. . Oyeng Fisheries Co. Ltd : Oyang 

No 70 

12617.. . Summit I, Inc Lng Aquarius. 

12623.. . Brace Transport Corp.: Led a 

Maersk 

12625.. . Partenreederel ms A burr berg: Al- 

ster berg 

12626.. . Reunion Tanker Corp.: Reunion 

12627.. . Regent Virgo Shipping Inc.: Re¬ 

gent Virgo. 

12620.. . Cliveden Companla Naviera 8.A.: 

Katherine. 

12630.. . Risen B’.ando Companla 8 A: 

Oh tori. 

12632.. . Chelone Maritime, Inc.: Attican 

Unity. 

12633.. . Eastern Heaven Shipping 8 A : 

Eastern Bride. 

12634.. . Par East World Enterprise 8A. 

Vortex Breese. 


Certificate No. Owner/Operator and Vessels 

12035.. . Estellna Navigation SA.: Laurel 

Peak. 

12636.. . Dejal Shipping SA : Defal. 

12637.. . Kabushlkl Kalsha Y&xnastigl Sugl- 

moto Shoten: Afincro Maru No. 
85. 

12638.. . Yahata Oyogyo Kabushlkl Kalsha: 

Yahata Maru No. 31 , Yahata 
Maru No. 35. 

12639.. . Kabushlkl Kalsha Telro Maru: 

£ifco Maur No. 6. 

12640.. . Yanaglya Oyogyo Kabushlkl Kal¬ 

sha: Hokuo Maru No. 25 

12641.. . 8clju Sulaau Kabushlkl Kalsha 

Seiju Maru No. 28. Seiju Maru 
No. 20. 

12642.. . Kabushlkl Kalsha FukushLma 

Oyogyo: Soho Maru No. 83. Soho 
Mam No. 85. 

12643 — Empire Navigation. Ltd Enrus 

12645.. . NorthAeld Shipping Co. SA : Le- 

onlr Halcoujssis. 

12647— Kavos Maritime. Inc.: Silver Lady 

12648.. . Emperor Maritime, Inc.: Al Raouf . 

12649.. . Saracen Shipping. Ltd.: Al Razak. 

12650.. . Rederij M.8 Oceanic: Oceanic. 

12652.. . Pltho Shipping Co. 8A Vm- 

garen. 

12653.. . F.B.V. Corp.: Cat No. I. 

12C57— Partrederlet Tagus: Tagus. 

12658— Kommandlttselskapct A/8 Tibet¬ 
an 6t Co : Tin. 

12659. j- East port Shipping Co . Ltd : East- 
port. 

12660.. . Plover Marin* Corp.: African Ad¬ 

das. Arabian Addax. Euro Pri¬ 
ority. Euro Pride. 

12661.. . Carlb Companla Naviera. Ltd. 

Carlb. 


12664.. . Theva Companla Marttlma SA.: 

Theofilos J. Vatts. 

12667.. . International Carrier* Corp. 

Amazonia 

12668.. . Acropolis Shipping. Lid yannU 

D. 

12671.. . Pesquem Intercontinental SA.: 

Eapcranza. 

12672.. . Red Sea Saudi Maritime Co . Ltd. 

Al Hada 

12674.. . All Trading Co , Ltd : Linda 

12675.. . Blehl Offshore, Inc.: Biehl Trader. 

Biehl Traveler. 

12676.. . Orient tl Pearl Line Kabushlkl 

Kalsha: Sun Emerald. 

12679.. . Bllton Shipping 8A.: Golden Star 

12680_ Elthaco Companla Naviera & A : 

Dafni C. 

12684.. . Evlbreeze Maritime Co 3 A- Stella 

C 

12685.. . Marigold Shipping Co 8 A Ti- 

tika Halcoussi 

12686.. . Com ben Longstaff k Co. Ltd : Lei¬ 

cester brook. Lincolnbrook 

12687.. . Petavlua Shipping Inc.: Euro¬ 

transport 

12639.. . Agrambell Maritime 8 A. of Li¬ 

beria* Dimitris 

12691_ Crystal Plnua Inc ; Crystal Camel- 

Ha. 

12692.. . Tonera Maritime8.A.: Tajvrxa. 

12693.. . Naviera Marrigo 8 A.: Arenal, oro- 

si. 

12694.. . Nlppo Kaiun K K.: Sunny Wealth. 

12695.. . Car Bulk Carrleri Inc.: VM Trad¬ 

er 

12696.. . Chi Song Navigation Inc : Chi 

Song. 

12697.. . Konunandltgesellschafl MS Bo- 

berg' Bobcrg. 

12700.. . Dubai Maritime Miahref SA : 

Mlshref. 

12701_ Cedar Maritime Inc Lurouare. 

12702— K/S Mascot: Fetish 

12703.. . Carina Navigation Corp.; Can mu 

1 


Certificate No. Owner/Operator and Vessels 

12704.. . Carrier Shipping Co. Ltd.: Stry- 

mon. 

12706.. . Okada Kaiun Co. Ltd.: Valiant 

12708.. . Oxford Shipping Co. Ltd : Eastern 

Saga. 

12715.. . Galapagos Line 8A.: Paclflco. 

12716— Entrepose OTM Pour Les Travaux 
Petrollers Marittmca ETPAI.: 
E T PM. 701 

12717.. . Dlanelra Comoanla Naviera 8 A.: 

PN: Nopal Tellus. 

12723— Ascendent* Armadora SA.: Se¬ 
rene Med. 

12724.. . Lucero Galani* Navegaclon SA: 

Radiant Med 

12728_ Gladstone Co., Ltd : Nicole. 

12730.. . Como Shipping. Inc : Vlra l. 

12733.. . Coronls Shipping Corp . SA : 

Gomasa. 

12734.. . Ritchie Towing Co.. Inc : Bar MS. 

12735.. . Rcderet Hana Bellken Ohg: Ger¬ 

manic. 

12737.. . Camlnoa Ultramar Naviera S A 

Potychronis. 

12738.. . Asiatic Drilling. Inc.: Nor Long 

12740.. . Vltawlnd 8 A.; VitauHnd. 

12741.. . Sincerity Marine Corp : Prtnkipos. 

12743.. . Pan Asia Tanker Service*. Inc. 

Pan Asia Courage. 

12744— Pacific Union Container Carriers, 
Ltd.: Oriental Chief, 

12745.. . Pinza Marttlma. SA.: Alhambra. 
12746 .. Eastern Mediterranean Shipping 

Maritime Enterprise*. SA.: 
Papacastas. 

12747.. . Aegean Sun, Inc : Aloha. 

12752— Chain Transport Corp.: Luna 
Maersk. 

12753-.. Casing k Transport Corp,:. Lexa 
Maersk. 

By the Commission. 

Joseph C. Polkinc. 
Acting Secretary. 
|FR Doc 77-19492 Filed 7-7-77;8:45 am) 


TRANS ATLANTIC ASSOCIATED FREIGHT 
CONFERENCES (LONDON) 

Agreement Filed 

Notice Is hereby given that the follow¬ 
ing agreement has been filed with the 
Commission for approval pursuant to 
section 15 of the Shipping Act. 1916, a* 
amended <39 StaL 733. 75 Stat. 763 46 
U.S.C. 814). 

Interested parties may inspect and ob¬ 
tain a copy of the agreement at the 
Washington office of the Federal Mari¬ 
time Commission. 1100 L Street N\V., 
Room 10126; or may Inspect the agree¬ 
ment at the Field Offices located at New 
York. N.Y.. New Orleans, Louisiana, San 
Francisco, California, and San Juan. 
Puerto Rico. Comments on such agree¬ 
ments. Including requests for hearing, 
may be submitted to the Secretary*. Fed¬ 
eral Maritime Commission. Washington. 
D.C. 20573, on or before July 28. 1977. 
Any person desiring a hearing on the pro¬ 
posed agreement shall provide a clear 
and concise statement of the matters 
upon which they desire to adduce evi¬ 
dence An allegation of discrimination or 
unfairness shall be accompanied by a 
statement describing the discrimination 
or unfairness with particularity. If a vio¬ 
lation of the Act or detriment to the 
1 commerce of the United States is alleged. 
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the statement shall set forth with par¬ 
ticularity the acts and circumstances 
said to constitute such violation or 
detriment to commerce. 

A copy of any such statement should 
also be forwarded to the party filing the 
agreement (as Indicated hereinafter) 
and the statement should Indicate that 
this has been done. 

Notice of agreement Hied by: 

Howard A Levy. Esquire. Suite 727. 17 Bat¬ 
tery Place, New York, New York 10004 

Agreement No. 10301. among the North 
Atlantic Westbound Freight Association. 
Continental North Atlantic Westbound 
Freight Conference. Scandinavia Baltic/ 
U.8. North Atlantic Westbound Freight 
Conference and 8outh Atlantic North 
Europe Rate Agreement, sets forth the 
agreement of the member conferences 
for tlie establishment and maintenance 
of joint administrative facilities and 
staff 

Dated: July 5. 1977. 

By order of the Federal Maritime 
Commission. 

Joseph C. Polking. 

Acting Secretary. 

| FR Doc.77-19491 Filed 7-7-77;8:45 am| 
(Docket No. ER77-42G| 

FEDERAL POWER COMMISSION 

APPALACHIAN POWER CO. 

Order Rejecting Filing of Proposed Fuel 
Adjustment Clause Surcharge 

June 30. 1977. 

On June 7. 1977, Appalachian Power 
Company (APCO) tendered for filing a 
Supplement to its FPC Rate Schedule 
No. 23. service to Kingsport Power Com¬ 
pany. an affiliate of A POO The supple¬ 
ment would impose a surcharge of 0.33 
mllls/kWli on all energy billed to Kings¬ 
port for a 24 month period. APCO claims 
that the surcharge is designed to recover 
fuel expenses which were incurred by 
the Company but which it alleges be¬ 
came uncollectable as a result of changes 
made in its fuel adjustment clause pur¬ 
suant to Commission order No. 517.' 

Public notice of the filing was issued 
on June 16. 1977. with protests or peti¬ 
tions due on or before June 29, 1977. No 
protests or petitions were filed at the 
time of this writing. 

APCO'S revised fuel clause was sub¬ 
mitted as part of its rate Increase filing 
to Kingsport in Docket No ER76-799. It 
was accepted by the Commission, sus¬ 
pended. and given an effective date of 
September 21, 1976. APCO has request¬ 
ed waiver of the Commission’s notice re¬ 
quirements so that the surcharge can be¬ 
come effective as of that date. 

The alleged revenue deficiency that 
•APCO proposes to recover involves the 
difference In the base cost of fuel be¬ 
tween the old and the revised clauses 


1 APCO did not change Its one-month lag 
billing provision but did update the base 
fuel cost level substantially tn the revised 
clause 


over the period from September 21. 1976 
to October 21. 1976. the first month that 
the revised clause became effective. 
APCO charged its customers for fuel 
under the filed revised clause (with its 
updated base fuel cost) for that month. 
It now claims that it is entitled to re¬ 
cover revenues for that month under the 
old clause's base fuel cost (subtracting 
the recovery already received > due to the 
one month lag provision in its old clause 

In Public Service Company of New' 
Hampshire <PSNH). Opinion No. 790 e as 
well as in Virginia Electric and Power 
Company (VEPCO). Order Denying Pro¬ 
posed Fuel Adjustment Clause Sur¬ 
charge.* the Commission did not permit 
the fuel adjustment clause surcharges to 
become effective because they "would re¬ 
quire that customers of • • * today pay 
for costs incurred previously."* APCO’s 

proposed surcharge is no exception. 

As the Commission stated In the 
VEPCO case: 

It to clear that the Communion never con- 
tc mol a ted that fuel adjustment clauses 
should guarantee penny for penny recovery 
Although these clauses are designed to re¬ 
flect Increased fuel costs they are not de¬ 
signed to relieve the utility of all the risks 
or doing business • • • The fuel adjust¬ 
ment clause to a part of the filed rate and 
although the monthly charge under the fuel 
adjustment clause may vary the formula 
u*ed to compute that charge does not vary. 
The fuel adfuttment formula, not the 
monthly fuel adjustment factori constitute 
the rate (footnote omitted) 

APCO will not'be allowed to collect 
revenues under its suspended clause. 

The Commission finds: (1) APCO’s 
filing presents no factual Issues that re¬ 
quire an evidentiary hearing and no 
legal justification for the imposition of a 
fuel adjustment clause surcharge to its 
customer. Kingsport Power Company. 

(2) Good cause exists to reject APCO’s 
ftling for the fuel adjustment clause 
surcharge 

The Commission orders: (A) Appala¬ 
chian Power Company’s tender of a sup¬ 
plement to its Rate Schedule No. 23 In 
this docket for filing is hereby sum¬ 
marily disallowed. 

(B) The Secretary shall cause prompt 
publication of this order in the Federal 
Register. 

By the Commission. 

Kenneth F. Plumb. 

Secretary. 

(FR Doc 77-19449 Filed 7-7-77.8 46 *m| 


| Docket No. CP75-90. et at] 

EL PASO ALASKA CO. 

Availability of Alcan II Computerized 
Financial Documentation 

June 29. 1977. 

The Federal Power Commission. Bu¬ 
reau of Natural Gas. Systems Analysis 


'Docket No. ER75-286. Issued March 21. 
1977 

•Docket No ER76-418. tosued June 20. 
1977 

« P$SN Opinion No. 790. (Mimeo P. 14) 


Branch has made available in the FPC’s 
Office of Public Information. 825 North 
Capitol Street NE„ Washington. D.C. 
20426. the computerized financial docu¬ 
mentation for Alcan II under El Paso 
Alaska Comnanv, Docket No. CP75-96. 
et al. This documentation is a systematic 
analysis of accounting data for cost-of- 
service determination and specific Input 
in specified computer runs used as a basis 
for the financial data shown in the Fed¬ 
eral Power Commission's Recommenda¬ 
tion to the President. 

Kenneth F. Plumb. 

Secretary. 

(FR Doc.77-19450 Filed 7-7-77:8:45 am) 


(Docket NO. E-93091 

INTERSTATE POWER CO. 

Application 

June 30. 1977. 

Take notice that on June 2. 1977. the 
Interstate Power Company (Applicant) 
filed on application with the Commis¬ 
sion, pursuant to Section 204 of the Act. 
seeking authorization to extend the lat¬ 
est permissable issue date to Decem¬ 
ber 31. 1978 and to extend the final 
maturity date to December 31. 1979. on 
$40 million of short-term promissory 
notes previously authorized: all other 
terms and conditions previously Insti¬ 
tuted shall remain in full force and 
effect. 

Applicant is incorporated under the 
laws of the State of Delaware, with its 
principal business office at Dubuque. 
Iowa and is engaged in the electric util¬ 
ity business in Northern and Northeast¬ 
ern Iowa. Southern Minnesota and a few' 
small communities in Illinois. 

The net proceeds to be derived from 
the notes will be used to provide addi¬ 
tional funds for Applicant's construc¬ 
tion program and to maintain cash 
working funds at normal levels. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should, on or before. July 15. 
1977. file with the Federal Power Com¬ 
mission. Washington. D C. 20426. peti¬ 
tions or protests in accordance with the 
requirements of the Commission's Rules 
of Practice and Procedure (18 CFR 18. 
1.10). All protests filed with the Commis¬ 
sion will be considered by it in determin¬ 
ing the appropriate action to be taken 
but will not sene to make the protestants 
parlies to the proceeding. Persons wish¬ 
ing to become parties to a proceeding or 
to participate as a party in any hearing 
therein must file petitions to intervene 
In accordance with the Commission's 
Rules. The application is on file and 
available for public inspection. 

Kenneth F. Plumb. 

Secretary . 

f FR Doc.77-19454 FUed 7-7-77:8:46 um| 
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I Docket No, RPT7-63J 

MONTANA-DAKOTA UTILITIES CO. 

Order Approving Rate Increase and 
Modification of Tariff PGA Clausa 

June 30. 1977. 

On April 29. 1977. Mon tana-Dakota 
Utilities Co. < Mont&na-Dakota) tendered 
for filing 1 a proposed rate increase of 
$269,392 annually for Jurisdictional nat¬ 
ural gas sales and services. The Increase 
is proposed to become effective on July 1. 
1977. Montana-Dakota also proposes to 
modify its tariff POA clause to recog¬ 
nise special circumstances affecting its 
sales to Northern Gas Company (North¬ 
ern Gas). 

Montana-Dakota's proposed increased 
rates ore based on a total C06t of service 
of $60900.462. representing actual ex¬ 
perience for the 12 months ended De¬ 
cember 31. 1976, as adjusted, including 
a rate of return of 9.38 percent and a 
return on common equity of 13 percent. 

Montana-Dakota submitted state¬ 
ments L, M and N pursuant to Section 
154 63 of the Commission's regulations 
and requests waiver of the regulations so 
as not to be required to file statements A 
through K. O and P. In view of the rel¬ 
atively small amount of Increase sought, 
the time and expense which would be 
required to prepare the additional state¬ 
ments, and the fact that the statements 
submitted are fully adequate for pur¬ 
poses of the Commission's review and 
determination, the Commission finds 
that good cause exists to grant the re¬ 
quested waiver. 

Montana-Dakota requests the Com¬ 
mission to approve a modification of its 
POA clause to provide for separate cal¬ 
culation of unrecovered purchased gas 
costs applicable to Us sales to Northern 
Oas and the recovery of such cost s by 
means of a lump sum charge. The pro¬ 
posed modification appears reasonable 
in view of the unpredictable and widely 
fluctuating volume of sales to Northern 
Gas and shall accordingly be approved. 

Public notice of Montana-Dakota's 
filing herein was issued on May 6. 1977, 
providing for protests or petitions to 
intervene to be filed on or before May 25. 
1977 No protests or petitions to inter¬ 
vene have been received. However, Mon¬ 
tana-Dakota's three Jurisdictional cus¬ 
tomers 3 have entered into written agree¬ 
ments stating their intention not to In¬ 
tervene or otherwise object to Montana- 
Dakota's proposals. These agreements 
have been filed with the Commission. 

Based upon a review of Montana- 
Dakota's rate Increase application, the 
Commission finds that the proposed 


‘Third Revised She*t No 3. Seventh Re¬ 
vised Sheet No 3A, Second Revised 8b*et 
No 16A. First Revised Sheet No. 16B Plrbt 
Revised Sheet No 16C. Second Revised Sheet 
No 16D. Second Revised Sheet No 16E. and 
Original 8b*«t No. 16F to Montana-Dakota’s 
FPC Oas Tariff. Original Volume No. 4. and 
First Revised Sheet No 10 to First Revised 
Volume No 2. 

‘ Northern Oas Company. Wyoming Oas 
Company, and Byron Oas Service 


rates have been shown to be just and 
reasenable and should therefore be ap¬ 
proved, as hereinafter ordered. 

The Commission orders: (A) Mon¬ 
tana-Dakota's rate increase and PGA 
modification filed herein on April 29. 
1977. are accepted for filing and ap¬ 
proved, effective July 1, 1977. 

<B> Waiver of 8ection 154 63 of the 
Commission's regulations with respect to 
statements A through K. O and P is 
granted. 

(C) The Secretary shall cause prompt 
publication of this order in the Federal 
Recusteb. 

By the Commission. 

Kenneth F. Plumb. 

' Secretary. 

|FR Doc.77-19453 Filed 7-7-77:8:45 Am) 


| Docket No CP77-449| 

NATURAL GAS PIPELINE CO. OF 
AMERICA 

Application and Request for Phased 
Proceeding 

June 28. 1977. 

Take notice that on June 20, 1977. Na¬ 
tural Gas Pipeline Company of America 
(Applicant), 122 South Michigan Ave¬ 
nue, Chicago. Illinois 60603, filed in 
Docket No. CP77-449 an application pur¬ 
suant to Section 7(0 of the Natural Gas 
Act lor a certificate of public conven¬ 
ience and necessity authorizing the con¬ 
struction and operation 27.6 miles of 30- 
Inch pipeline and appurtenant facilities 
from n site near Ingleside, Texas In San 
Patricio County (Gulf Coast LNG Ter¬ 
mination ’> to a point of interconnection 
with Applicant’s existing main trans¬ 
mission system located near Sinton. 
Texas in San Patricio County in order to 
connect vaporized liquefied natural gas 
<LNO> into its system, all as more fully 
set forth in the application which is on 
file with the Commission and open to 
public inspection. 

Applicant seeks authorization from 
the Commission in a two-phase pro¬ 
ceeding. In Phase I of such proceeding. 
Applicant requests that the Commission 
evaluate the environmental and safety 
aspects of the proposed facilities and is¬ 
sue a preliminary opinion with respect 
thereto. In Phase II of the proceeding in 
this docket, Applicant indicates that It 
would file additional information neces¬ 
sary for the Commission to evaluate and 
Issue an order authorizing the construc¬ 
tion and operation of the particular 
facilities. 

Applicant indicates that in an attempt 
to alleviate its critical gas supply short¬ 
age, it is exploring all reasonable avenues, 
both traditional and non-traditional, to 
offset its declining supplies. Applicant 
states that it is currently negotiating 
for the purchase of LNG for several 
sources. 


> Applicant * affiliate NOP LNG ha* Hied 
an application In Docket No CP77-448 for 
authorization to construct and operate the 
Oulf Coast LNO Terminal 


Applicant indicates that it is request¬ 
ing the two-phase procedure since actual 
deliveries of LNG cannot be made until 
all requisite regulatory approval are ob¬ 
tained and that the Commission's com¬ 
mencement of evaluation of environ¬ 
mental and safety issues, are requested 
in Phase I of this proceeding, would 
aid contract negotiations Applicant fur¬ 
ther indicates that issues other than 
those relating to the environment and 
safety would be reserved for Phase n. 
Specifically. Applicant indicates that the 
following exhibits, required by Section 
157.14 of the Regulations under the Nat¬ 
ural Gas Act (18 CFR 157.14), have been 
omitted from this application and would 
be submitted in Phase II of this proceed¬ 
ing: 

Exhibit H—Gas Supply Data 
Exhibit I—Market Data 
Exhibit L —Financing 

Exhibit M—Construction. Operation and 

Management 

Exhibit N—Revenues, Expenses. Income 
Exhibit O—Depreciation and Depletion 
Exhibit P—Tariff 

Applicant states that Exhibit AA— 
Environmental Impact Assessment, be¬ 
ing filed concurrently by NGP-LNO. 
Inc., covers the proposed pipeline and is 
incorporated herein by reference. Appli¬ 
cant indicates that it anticipates no sig¬ 
nificant amount of environmental And 
safety data would be submitted in Phase 

n. 

Applicant states that the estimnted 
cost of the facilities proposed to be con¬ 
structed and operated in this proceed:ng 
is $23,864,000. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before 
July 20. 1977. file with the Federal Power 
Commission. Washington. D.C. 20426. a 
petition to intervene or a protest in ac¬ 
cordance with the requirements of th* 
Commission's Rules of Practice and 
procedure <18 CFR 1.8 or 1.10) and tht 
Regulations under the Natural Gas Act 
(18 CFR 157.10). All protests filed with 
the Commission will be considered by it 
in determining the appropriate action 
to be taken but will not serve to make the 
Protestants parties to the proceeding 
Any person wishing to become a party to 
a proceeding or to participate as a party 
in any hearing therein must file a peti¬ 
tion to intervene in accordance with ihe 
Commission's Rules. 

Take further notice that, pursuant to 
the authority contained in and subject 
to the jurisdiction conferred upon the 
Federal Power Commission by Sections 
7 and 15 of the Natural Gas Act and the 
Commission's Rules of Practire and 
Procedure, a hearing will be held without 
further notice before the Commission on 
this application if no petition to inter¬ 
vene Is filed within the time required 
herein, if the Commission on its own 
review of the matter finds that a grant oj 
the certificate is required by the puN^ 
convenience and necessity. If a petition 
for leave to intervene i& timely filed of 
If the Commission on its own motion be¬ 
lieves that a formal hearing is required 
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further notice of such hearing will be 
duly given. ^ , .. . 

Under the procedure herein provided 
for. unless otherwise advised. it will be 
unnecessary for Applicant to appear or 
be represented at the hearing. 

Kenneth F. Lamb. 

• Secretary v 

| FR Doc 77-19445 Filed 7-7-77;8:45 ami 


(Docket No. CP77-448) 

NGP-LNG. INC. 

Application and Request for Phased 
Proceeding 

Juke 28, 1977, 

Take notice that on June 20. 1977, 
NGP-LNG. Inc. (Applicant), 122 South 
Michigan Avenue, Chicago, Illinois 60803, 
filed in Docket No. CP77-448 an applica¬ 
tion pursuant to Section 7(c) of the Nat¬ 
ural Gas Act for a certificate of public 
convenience and necessity authorizing 
the (onstruetton and operation of facili¬ 
ties on a site near Ingleside in San 
Patricio County, Texas (Gulf Coast LNG 
Terminal), to receive, unload, store and 
vaporize liquefied natural gas <LNG>. 
and the delivery of such vaporized LNG 
in interstate commerce, all as more fully 
set forth in the application which is on 
file with the Commission and open to 
public inspection. 

Applicant, a wholly-owned subsidiary 
of Peoples Gas Company (Peoples) seeks 
authorization from the Commission in a 
two-phased proceeding. In Phase I of 
such proceeding. Applicant requests that 
the Commission evaluate the environ¬ 
mental and safety aspects of the pro¬ 
posed development of the Ingleside site 
is an LNG terminal and issue a prelimi¬ 
nary opinion with respect thereto. In 
Phase n of the proceeding In this docket. 
Applicant indicates that it would file 
additional information necessary for the 
Commission to evaluate and issue an 
order authorizing the construction and 
oi>eration of the particular facilities and 
for the delivery of the subject gas. 

Applicant indicates that it proposes to 
construct and operate the Gulf Coast 
LNG Terminal in order to receive, un¬ 
load, store and vaporize LNG to be ob¬ 
tained from foreign sources of supply. It 
h stated that the vaporized LNG would 
be transported for 0.9 mile by Applicant 
to the terminal property line and there 
would be delivered to Applicant s affili¬ 
ate. Natural Gas Pipeline Company of 
America (Natural), also a wholly-owned 
subsidiary of Peoples. Natural would 
transport the vaporized LNG through a 
Proposed 27.6 mile, 30-inch pipeline to 
i point of interconnection with its exist¬ 
ing main transmission system located 4 
tnlles north of Sinton, Texas, in San 
Patricio County, it is said. 1 Applicant as¬ 
serts that in an attempt to alleviate its 
critical gas supply shortage Natural is 
exploring all reasonable avenues, both 
traditional and non-traditional, to offset 
its declining supplies. 


' Natural has filed an application for au¬ 
thorization for auch facility In Docket No 

CP77-44* 


Applicant states that the facilities at 
the proposed Gulf Coast LNG Terminal 
would be capable of receiving LNG tank¬ 
ers as large as 165.000 cubic meter ca¬ 
pacity transporting LNG from foreign 
sources of supply and that the tankers 
would enter the Corpus Christl Ship 
Channel through the Aransas Pass Jet¬ 
ties and proceed to a position at the 
tanker berth. It is indicated that the 
terminal facilities would consist of (1) a 
marine transport berth. (2) a system 
tliat would transfer the LNG, (3) a stor¬ 
age system for the LNG including three 
storage tanks with a total storage ca¬ 
pacity of 1.65 million barrels of LNO, 

(4) a system which would convert the 
LNG into gaseous form for transmission. 

(5) ancillary support systems and (6) 
0.9 mUe of pipeline to transport the 
vaporized LNG to Natural's proposed 
27.6-mile pipeline. 

It is stated that all facilities which 
handle LNG would be constructed of 
cryogenic materials. It is further stated 
tliat On-board ship unloading pumps 
would pump LNG into the ship's piping 
headers which provide ship-to-shore tie- 
in connections. On-shore piping would 
carry the LNG to one of the storage 
tanks, and each tank would be approxi¬ 
mately 230 feet in diameter and 130 feet 
in height and would be capable of re¬ 
ceiving 550.000 barrels of LNG it is said. 
It is stated that the design fill rate for 
each tank would be 78,000 barrels per 
hour. Applicant states that the terminal 
storage system would be capable of han¬ 
dling all the process needs of the LNG 
during the containment operation. The 
storage system LNG pumps would supply 
LNO to the vaporizer system during 
sendout. Applicant asserts that the 
vaporizer system would receive LNG at 
pipeline pressure and vaporize the LNG 
for pipeline transmission. 

Applicant indicates that the proposed 
facilities w f ould be located on a 378-acre 
tract of undeveloped industrial property 
on the lower central Gulf Coast, ad¬ 
jacent to the north shore of Corpus 
Christi Bay. in the southeast San Patri¬ 
cio County, Texas, and that the proposed 
site is immediately adjacent to the 
Corpus Christi Ship Channel and Is ap¬ 
proximately nine nautical miles from the 
Gulf of Mexico. The estimate costs of 
the facilities proposed for this project 
is $145,073,000. 

Applicant indicates that It is request¬ 
ing the two-phase procedure since actual 
deliveries of LNO cannot be made until 
all requisite regulatory approval are ob¬ 
tained and that the Commission's com¬ 
mencement of evaluation of environ¬ 
mental and safety issues, as requested 
in Phase I of this proceeding, would aid 
contract negotiations. Applicant further 
indicates that issues other than those re¬ 
lating to the environment and safety* 
would be reserved for Phase II. Specifi¬ 
cally. Applicant indicates that the fol¬ 
lowing exhibits, required by Section 
157.14 of the Regulations under the Nat¬ 
ural Oas Act (18 CFR 157.14 >. have been 
omitted from this application and would 
be submitted in Phase II of this 
proceeding: 


Exhibits O-U—Flow diagram data 
Exhibit H—Oas supply data 
Exhibit I—Market data 
Exhibit L—Financing 

Exhibit M—Construction, operation and 

management 

Exhibit N—Revenues, expenses, income 
Exhibit O— Depreciation and depletion 
Exhibit P—Tariff 

Applicant has submitted with the in¬ 
stant filing Exhibit AA-Environmental 
Impact Assessment and Exhibit Z-l- 
LNG Safety Assessment. Applicant in¬ 
dicates that it anticipates no significant 
amount of environmental and safety 
data would be submitted in Phase n. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before July 20. 
1977, file with the Federal Power Com¬ 
mission. Washington. D.C. 20426. a peti¬ 
tion to intervene or a protest tn accord¬ 
ance with the requirements of the Com¬ 
mission’s Rules of Practice and Procedure 
(18 CFR 18 or 1.10) and the Regulations 
under the Natural Gas Act (18 CFR 
157.10). All protests filed with the Com¬ 
mission will be considered by it In deter¬ 
mining the appropriate action to be 
taken but will not serve to make the Pro¬ 
testants parties to the proceeding. Any 
person wishing to become a party to a 
proceeding or to participate as a party 
in any hearing therein must file a peti¬ 
tion to Intervene in accordance with the 
Commission's Rules. 

Take further notice that, pursuant to 
the authority contained in and subject 
to the jurisdiction conferred upon the 
Federal Power Commission by Sections 
7 and 15 of the Natural Gas Act and the 
Commission's Rules of Practice and Pro¬ 
cedure. a hearing will be held without 
further notice before the Commission on 
this application if no petition to inter¬ 
vene Is filed within the time required 
herein, if the Commission on its own re¬ 
view of the matter finds that a grant of 
the certificate is required by the public 
convenience and necessity. If a petition 
for leave to intervene is timely filed, or 
if the Commission on Its own motion be¬ 
lieve* that a formal hearing is required, 
further notice of such hearing will be 
duly given. 

Under the procedure herein provided 
for, unless otherwise advised, it will be 
unnecessary for Applicant to appear or 
be represented at the hearing. 

Kenneth F. Plumb. 

Secretary. 

(FR Doc 77-19446 Filed 7-7-77;8 45 am| 


|Docket No RP73-64 (POA77-2) (DCA77-2) | 

SOUTHERN NATURAL GAS CO. 

Order Accepting for Fjling and Suspending 
Proposed PGA Rate Adjustment. Requir¬ 
ing Modification. Directing Submission 
of Additional Information, and Rejecting 
Alternate PGA Rates 

Juke 30.1977. 

On May 17. 1977, Southern Natural 
Gas Company (8outhem) tendered for 
filing in the above docket a proposed 
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rate increase' of 10.108 cents per Mcf 
consisting of (1) an increase of 7.061 
cents per Mcf consisting of (1) an in¬ 
crease of 7.061 cents per Mcf or $52,992.- 
170 annually in Southern's current cost 
of purchased gas. <2> an Increase of 
1 9050 cents per Mcf in the surcharge to 
recover deferred purchased gas costs of 
98.244.408. and (3) an increase of 1.1420 
cents per Mcf to recover estimated de¬ 
mand charge credits of $5,894,734 pur¬ 
suant to section 9.6<3) of Southern's 
tariff. Southern requests that the pro¬ 
posed increased rates be permitted to 
become effective on July U 1977. 

Southern's filing includes approxi¬ 
mately $17.8 million of costs associated 
with emergency purchases made during 
the 1976-77 winter. The bulk of these 
supplies were obtained pursuant to Com¬ 
mission orders which authorized the 
various transactions and permitted the 
related costs to be recovered through 
Southern’s PGA rates. 

The claimed costs for emergency sup¬ 
plies obtained under Commission orders 
in Docket Nos. RP77-28. CP77-143. CP77- 
32. CP77-179. CP77-126. CP77-188. and 
CP77-148 shall be approved, subject 
however, to the elimination of certain 
internal company costs discussed below. 

Southern's filing is also predicated, in 
part, upon 60-day emergency purchases 
under Section 2.68 of the Commission's 
General Rules at rates in excess of those 
established in Opinion No. 770-A. South¬ 
ern shall be entitled to Include in its pur¬ 
chased gas costs those rates for Section 
2.68 emergency purchases which a rea¬ 
sonably prudent pipeline would pay for 
gas under the same or similar circum¬ 
stances To assist the Commission in 
reviewing the reasonableness of the 
emergency purchases. Southern shall be 
required to submit certain additional 
Information as specified In ordering 
paragraph (C) below. 

It further appears that Southern has 
Included in its claimed PGA rates 
amounts representing materials and 
Installation costs needed to complete the 
emergency purchases, as well as amounts 
paid to other pipelines for transportation 
of emergency supplies. The Commis¬ 
sion finds that the amounts paid by 
Southern to others for materials instal¬ 
lation and transportation are reasonable 
and should be approved. These costs are 
directly associated with the emergency 
purchases involved and were necessary Jn 
order for Southern to get the emergency 
supplies contracted for to and into its 
system. However, it appears from work- 
papem furnished by Southern to the 
Commission staff that. In addition to the 
above costs. Southern has claimed cer¬ 
tain Internal company expenses asso¬ 
ciated with the emergency purchases 
While the Commission is willing to per¬ 
mit all necessary costs paid by Southern 
to others in connection with the acquis!- 


1 Twenty-Fifth Revised Sheet No 4A to 
Southern's FPC Ou Tariff. Sixth Revised 
Volume No. 1 


tion of emergency supplies, the Commis¬ 
sion rejects and shall disallow South¬ 
ern's claim for internal company costs. 
The Commission believes that company 
costs must be disallowed in the absence 
of pursuasive evidence from the claim¬ 
ant. Southern, that such expenditures 
are not fully provided for by its tariff 
rates and that if not allowed would re¬ 
sult in a lower rate of return than that 
authorized by the Commission in the 
pipeline’s most recent general rate case. 
Southern has made no such showing. 

A relatively small amount of costs 
have been included by Southern for the 
installation of facilities from which no 
gas was actually received. The Commis¬ 
sion finds that because no gas was re¬ 
ceived, these facility costs must be dis¬ 
allowed. 

Southern included in its filing an alter¬ 
nate increase comprised of the above- 
noted 10.108 cents per Mcf plus an addi¬ 
tional 0,12 cents per Mcf charge for an¬ 
ticipated costs of Its share of the Gas 
Research Institute <GRI> research and 
development project currently pending 
in Docket No. RM77-14. The GRI proj¬ 
ect has not as yet been approved by the 
Commission and Southern’s alternate 
filing shall accordingly be rejected. 

In light of the foregoing, the Commis¬ 
sion finds that Southern's PGA rates 
should be accepted for filing, suspended 
for one day. and permitted to become ef¬ 
fective on July 2, 1977. subject to refund 
and to the terms of this order. 

The Commission orders: (A‘ South¬ 
ern’s proposed PGA rates are accepted 
for filing and suspended for one day 
until July 2. 1977. when they shall be 
permitted to become effective subject to 
refund. 

<B> Southern shall, within 15 days 
from the date of this order file revised 
PGA rates excluding (1) all claimed 
costs of emergency gas which were not 
paid to other parties and (2) all claimed 
costs which did not result in obtaining 
emergency supplies. 

(O Southern shall, within 30 days 
of tlie date of this order, file with the 
Commission and serve on all of Its cus¬ 
tomers and interested state commissions 
the following information concerning its 
60-day emergency purchases under Sec¬ 
tion 2.68 of the Commission’s General 
Rules, at rates in excess of those estab¬ 
lished In Opinion No. 770-A: 

(1) The pipeline's need for the gas; 

(2) The availability of other gas sup¬ 
plies; 

(3> The amount of gas purchased 
under each 60-day transaciton; 

<4> A comparison of each emergency 
purchase price with appropriate mar¬ 
ket prices in the same or nearby areas; 
and 

<5» The relationship between pur¬ 
chases and seller, 

(D) Southern's proposed alternate 
PGA increase is rejected. 

(E) The Secretary shall cause prompt 
publication of this order to be made in 
the Federal Register. 


By the Commission. 

Kenneth F. Plumb, 
Secretary . 

IFR Doc.77-10452 Filed 7-7-77:8:45 ami 


(Docket No. CP77-446) 

UNITED GAS PIPE UNE CO. 

Application 

June 29. 1977. 

Take notice that on June 16. 1977, 
United Gas Pipe Line Company < Appli¬ 
cant). P.O. Box 1478. Houston, Texas 
77001. filed in Docket No. CP77-446 an 
application pursuant to Section 7(c) of 
the Natural Gas Act for a certificate of 
public convenience and necessity author¬ 
izing the construction and operation 
of a farm tap on its Boise Southern 8- 
lnch line In Beauregard Parish. Louisi¬ 
ana. all as more fully set forth In the 
application which is on file with the 
Commission and open to public inspec¬ 
tion. 

It is stated that in May 1968 Applicant 
entered into an agreement with Mrs 
Clara Hickman (Hickman) wherein 
Hickman granted Applicant a right-of- 
way and casement authorizing the con¬ 
struction of a segment of Applicant's 
Boise Southern Line across certain lands 
oarned by her in Beauregard Parish. Lou¬ 
isiana. Applicant indicates that in partial 
consideration for the granting of said 
right-of-way to Applicant, Hickman wa? 
advised that a farm tap would be con¬ 
structed by Applicant and that deliv¬ 
eries of natural gas to her principal 
dwelling would be made by Applicant 
through the distributor in the area 
United Gas Corporation, a then affiliate 
of Applicant. Applicant states that Hick¬ 
man has requested gas service be ex¬ 
tended to her principal dwelling. Con¬ 
sequently. Applicant seeks authorization 
to construct the required tap and com¬ 
mence service to Hlrkman. It is esti¬ 
mated that the total cost of the proposed 
facilities would be $1,000, it is Indicated 

It is stated that Applicant has con¬ 
tracted Entex. Inc. <Entcx>. the distrib¬ 
utor in the Beauregard Parish, Louisiana, 
area and has been advised that farm tap 
service to Hickman be provided from 
within the seasonal volumetric limita¬ 
tions which may be established for its 
purchases from Applicant by the Com¬ 
mission. Applicant states that it is esti¬ 
mated that deliveries of gas through thl* 
farm tap would be approximately 80 Met 
annually, or approximately 0.00001 per¬ 
cent of Applicant's system requirements 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before July 19. 
1977. file with the Federal Power Com¬ 
mission, Washington. DC. 20426, a pe¬ 
tition to intervene or a protest in accord¬ 
ance with the requirements of the Com¬ 
mission^ Rules of Practice and Proce¬ 
dure (18 CFR 1.8 or 1.10> and the Rogu- 
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lattons under the Natural Gas Act < 18 
CFR 157 10) All protests filed with the 
Commission will be considered by It In 
determining the appropriate action to 
be taken but will not serve to make the 
Protestants parties to the proceeding. 
Any person wishing to become a party to 
a proceeding or to participate as a party 
m any hearing therein must file a peti¬ 
tion to intervene in accordance with the 
Commission’s Rules. 

Take further notice that, pursuant to 
the authority contained in and subject 
to the jurisdiction conferred upon the 
Federal Power Commission by Sections 
7 and 15 of the Natural Gas Act and the 
Commission's Rules of Practice and Pro¬ 
cedure, a hearing will be held without 
further notice before the Commission on 
this application if no petition to inter¬ 
vene is filed within the time required 
herein, if the Commission on its own re¬ 
view of the matter finds that a grant of 
the certificate is required by the public 
convenience and necessity If a petition 
for leave to intervene is timely filed, or 
if the Commission on its own motion be¬ 
lieves that a formal hearing is required, 
further notice of such hearing will be 
duly given. 

Under the procedure herein provided 
for, unless otherwise advised, it wUl be 
unnecessary for Applicant to appear or 
be represented at the hearing. 

Kenneth P. Plumb. 

Secretary. 

|FR Doc 77 19447 Plied 7-7-77,8:46 am| 


| Docket No RP73-133 ( PGA77 2J 

UNITED GAS PIPE LINE CO. 

Order Accepting for Filing end Suspending 
Proposed PGA Rate Increase, Requiring 
Adjustments, and Directing the Submit* 
sion of Additional Information 

June 30, 1977. 

On May 16, 1977. United Gas Pipe Line 
Company < United ) tendered for filing a 
proposed semi-annual PGA rate increase 
of 29.95 cents per Mcf 1 consisting of <11 
an increase of 20.40 cents per Mcf or 
approximately $167 million-annually in 
the current cost of purchased gas and (2) 
an increase of 9.55 cents' per Mcf in the 
urcharge to recover deferred purchased 
costs of $60 6 million. United requests 
dial the proposed higher PGA rates be 
permitted to become effective on July 1, 
1977, 

A review of United’s filing reveals that 
it Is predicated, in part upon 60-day 
e rnergency purchases at rates in excess 
ol those established in Opinion No. 770-A 
and upon certain alleged non-jurisdic- 
t lonal purchases. 

United shall be entitled to include in 
its purchased gas costs those rates for 
< rnergency purchases which a reasonably 
;>rudent pipeline would pay for gas under 


• Thirty-Seventh Revised Sheet No. 4 to 
Uniieda FTC 0 *j> Tariff. Pirn Revived Vol¬ 
ume No. 1. 

Exclusive of 3 43 rente per Mcf special 
"urcharge pursuant to Opinion No 770-A. 


the same or similar circumstances. To as¬ 
sist the Commission in reviewing the rea¬ 
sonableness of the emergency purchases, 
United shall be required to submit addi¬ 
tional. pertinent information as specified 
in ordering paragraph <D> below. 

The issue of weather purchased gas 
costs associated with United’s alleged 
non - Jurisdic tional purchases may be in¬ 
cluded In its PGA rates is an issue in 
proceedings currently pending in Docket 
Nos. RP74-83 and CP76-238 The 
amounts Included in the present filing 
associated with alleged non-Jurisdic¬ 
tional purchases shall be accepted subject 
to refund and subject to the outcome of 
the proceedings in Docket No. RP74-83. 
et al.. supra. United has not identified 
the alleged non-Jurisdictionnl purchases 
included in its present filing. No other in¬ 
formation as to these purchases is avail¬ 
able, inasmuch as the respective pro¬ 
ducers have not made filings with the 
Commission. The Commission finds that 
pertinent information concerning the al¬ 
leged non-jurisdictional purchases In¬ 
cluded in United’s present PGA filing is 
required for purposes of identification 
and the Commission’s further review. 
The necessary’ data is specified in order¬ 
ing paragraph (E) below. 

It further appears that United’s filing 
reflects increased PGA rates of Sea Robin 
Pipeline Company ‘Sea Robin), in Sea 
Robin's Docket No. RP73-89 (PGA77-2), 
A review of Sea Robin’s filing indicates 
that its rates may be predicated In part, 
on purchases which have not been certif¬ 
icated by the Commission. Therefore, 
United’s POA rates shall be accepted sub¬ 
ject to downward adjustment to track 
adjustments which may be required in 
Sea Robin’s PGA rates 

It further appears that United’s rates 
are based, in part, upon the anticipated 
purchase of 12,900,000 Mcf from Delhi 
Gas Pipeline Corporation <Delhi) in 
Victoria. Texas, under a contract dated 
January 20. 1977. An application for a 
certificate authorizing this sale by Delhi 
is currently pending before the Commis¬ 
sion in Docket No. CP77-140. However, 
no certificate has as yet been issued. Ac¬ 
cordingly. United’s PGA rates shall be ac¬ 
cepted subject to the condition that 
United shall file revised rates excluding 
the Delhi purchases in the event a cer¬ 
tificate is not issued by July 1, 1977. the 
proposed effective date of United’s rates 
herein. 

Finally. In the absence of information 
pertaining to the alleged non-jurisdic¬ 
tional purchases, the Commission is not 
able to verify that the effective dates of 
the claimed increases thereunder will 
occur prior to the proposed effective date 
of July 1, United shall therefore be re¬ 
quired to file revised lower rates to re¬ 
flect the exclusion of any increases which 
are not effective as of July 1. 1977. 

In light of the foregoing, the Com¬ 
mission finds that United’s proposed PGA 
rates should be accepted for filing, sus¬ 
pended for one day, and permitted to 
become effective thereafter on July 2. 
1977, subject to refund and to the terms 
of this order. 


The Commission orders: (A) United’s 
proposed PGA rates herein are accepted 
for filing and suspended for one day 
until July’ 2. 1977, when they shall be 
permitted to become effective subject to 
refund. 

(B) United shall file revised rates as 
may be required to give effect to the 
following: 

<1> Any change in Sea Robin’s PGA 
rates in Docket No. RP73-89 <PGA77-2). 

*2) Claimed producer rate increases 
which are not effective on or before 
July 1. 1977, and 

<3) Claimed costs associated with the 
Delhi purchase In the event a certificate 
therefor has not been issued on or be¬ 
fore July 1.1977. 

(C) All amounts included in United’s 
proposed PGA rates associated with al¬ 
leged non-jurisdictional purchases shall 
be subject to the outcome of proceedings 
in Docket Nos. RP74-83 and CP76-238. 

(D> United shall, within 30 days of the 
date of this order, file with the Commis¬ 
sion and serve on all of its customers and 
interested state commissions the follow¬ 
ing information concerning its 60-day 
emergency purchases at rates in excess 
of those established in Opinion 770-A. 

< 1) The pipeline’s need for the gas: 

<2> The availability of other gas sup¬ 
plies: 

<3) The amount of gas purchased un¬ 
der each 60-day transaction; 

(4) A comparison of each emergency 
purchase price with appropriate market 
prices in the same or nearby areas; and 

(5) The relationship between the pur¬ 
chaser and the seller. 

«E) Untted shall, within 30 days of the 
date of this order, file with the Commis¬ 
sion and serve on all of its customers and 
interested state commissions the follow¬ 
ing information for each alleged non- 
jurisdictional purchase: (1) producer 
name. <2> contract date. (3) location. 
(4> total rate per Mcf, (5> a statement 
of individual rate components including 
base rate. Btu adjustment, gathering or 
other charges, and taxes, and (6> total 
cost claimed (volume x total rate). 

<F) The Secretary shall cause prompt 
publication of this order in the Federal 
Register. 

By the Commission. 

Kenneth F. Plumb. 

Secretary. 

| FR Doc.77-19451 Piled 7-7-77.8:45 ami 


WISCONSIN ELECTRIC POWER CO. AND 
WISCONSIN MICHIGAN POWER CO. 

| Docket Nos. ER7G 303 and ER76-3991 
Tariff Change 

June 30, 1977. 

Take notice that Wisconsin Electric 
Power Company and Wisconsin Michi¬ 
gan Power Company, Jointly, on 
June 16. 1977, in compliance with 

Order Approving Settlement issued 
May 25. 1977, tendered for acceotance by 
the Federal Power Commission, rate 
Schedules affecting the cities and 
villages of Cedarburg, Clintonvillc. Dccr- 
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field. Elkhom. Florence, Hartford. Jef¬ 
ferson, Kiel, Lake Mills, New London. 
Oconomowoc, Shawano. Sllnger, and 
Waterloo. Wisconsin, and Crystal Falls. 
Michigan; Oconto Falls. Wisconsin, 
purchasing Jointly with Oconton Electric 
Cooperative; Alger Delta Cooperative 
Electric Association and Ontonagon 
County REA; Upper Peninsula Power 
Company; and Kaukauna and Menasha, 
Wisconsin, acting in concert as a single 
customer. 

Copies of the filing were served upon 
the public utilities' jurisdictional cus¬ 
tomers and state public service commis¬ 
sions. 

Any person desiring to be heard or to 
protest said filing on whether the filing 
conforms to the Commission's decision 
approving the settlement agreement 
should file a petition to intervene or pro¬ 
test with the Federal Power Commission, 
825 North Capitol Street NE., Washing¬ 
ton. D.C. 20426, in accordance with Sec¬ 
tions 18 and 1.10 of the Commission's 
Rules of Practice and Procedure (18 CFR 
1.8, 1.10). All such petitions or protests 
should be filed on or before July 15.1977. 
Protests will be considered by the Com¬ 
mission in determining the appropriate 
action to be taken, but will not serve to 
make protestonts parties to the proceed¬ 
ing. Any person wishing to become a 
party must file a petition to intervene. 
Copies of this filing are on file with the 
Commission and are available for public 
inspection. 

Kenneth F. Plumb, 
Secretary . 

(PR Doc 77-19448 Filed 7-7-77.8:45 am| 


(Docket No. CP77-445] 

COLORADO INTERSTATE GAS CO. 

Application 

June 29, 1977. 

Take notice that on June 16. 1977 
Colorado Interstate Gas Company (Ap¬ 
plicant), P. O. Box 1087. Colorado 
Springs. Colorado 80944, filed in Docket 
No. CP77-445 an application pursuant 
to Section 7 of the National Oas Act for 
a certificate of public convenience and 
necessity authorizing the sale of up to 
40,000 Mcf of gas per day to Natural 
Oas Pipeline Company of America 
<NGPL> during the period of July 1, 
1977 through October 31, 1977. all as 
more fully set forth in the application 
which Is on file with the Commission and 
open to public inspection. 

It is stated that the proposed short¬ 
term sole would be separate from and 
in addition to Applicant's historical, 
long-term sales to NGPL. Applicant also 
requests that the requested authoriza¬ 
tion terminate on October 31. 1977. 

Applicant indicates that it would de¬ 
liver to NGPL the proposed volumes of 
gas by means of a commensurate reduc¬ 
tion in the volumes of gas it would other¬ 
wise receive from Northwest Pipeline 
Corporation <NPC> under NPC's Rate 
Schedule PL-1 near Green River. Wyo¬ 
ming. and NFC would then deliver an 
equivalent quantity of gas to El Paso 


Natural Gas Company (El Paso) for 
transportation and delivery to Trans- 
western Pipeline Company (Transwest¬ 
ern) for ultimate delivery to (NOPL). 
Applicant indicates that no additidhal 
facilities would be required to render 
the proposed service. 

Applicant asserts that NGPL needs the 
additional gas, which it proposes to sell 
on a short-term basis, in order to help 
assure that NGPL can continue to pro¬ 
vide adequate service to its customers 
and replenish its storage reserves. 

Applicant states that it has a short¬ 
term excess annual supply of gas which 
it can make available to NGPL. A cur¬ 
rent estimate of Applicant's calendar 
year 1977 supply and requirements. In¬ 
cluding the maximum sale under the 
arrangement proposed herein. Is as 
follows: 

CIO Total System Oas Balance, 1977 
(Volumes in MUcf at 14.65 p*.!.*.) 


Gas supply: 

Southern pipeline system_ 302.033 

Wyoming pipeline system__ 145,001 


Total purchases and produc¬ 
tion . 447, 633 

8 to rage withdrawal, exchange 
gas. and air injection (net). (10,051) 


Total gas supply__ 437,582 


Requirements: 

Sales to existing customers.... 402,627 

Proposed short-term sale, max¬ 
imum volume.............. 4.920 

Company usage_... 30.035 


Total requirements- 437, 582 


Applicant states that it has recently 
experienced significant reductions in the 
annual requirements of its nonjurisdic- 
tional transmission system customers, 
and that the recent weather in Appli¬ 
cant's general market area has been un¬ 
seasonably warm, and Applicant's 1977 
deliveries have been correspondingly 
lower. 

It is stated that through negotiation 
Applicant and NGPL determined that 
the initial rate for gas sold under the 
proposed arrangement would be 95.65 
cents per Mcf, which is equal to the 
presently effective rate incorporated in 
Applicant's FPC Rate Schedule EX-1. 
Tlie EX-1 Rate Schedules provides for 
the on-system of gas which is In excess 
of Applicant's volumetric obligations, it 
is said. 

Any person desiring to be heard or 
to make any protest with reference to 
said application should on or before 
July 19.1977, file with the Federal Power 
Commission, Washington, D.C. 20426, a 
petition to intervene or a protest in ac¬ 
cordance with the requirements of the 
Commission’s Rules of Practice and Pro¬ 
cedure (18 CFR 1.8 or 1.10) and the Reg¬ 
ulations under the Natural Gas Act (18 
CFR 157.10). All protests filed with the 
Commission will be considered by it in 
determining the appropriate action to be 
taken but will not serve to make the pro- 
testants parties to the proceeding. Any 
person wishing to become a party to a 


proceeding or to participate as a party 
in any hearing therein must file a peti¬ 
tion to intervene in accordance with 
the Commission's Rules 
Take further notice that, pursuant to 
the authority contained in and subject 
to the jurisdiction conferred upon the 
Federal Power Commission by Sections 7 
and 15 of the Natural Oas Act and the 
Commission's Rules of Practice and Pro¬ 
cedure. a hearing will be held without 
further notice before the Commission on 
this application if no petition to inter¬ 
vene is filed within the time required 
herein, if the Commission on its own re¬ 
view of the matter finds that a grant of 
the certificate is required by the public 
convenience and necessity. If a petition 
for leave to intervene is timely filed, or 
if the Commission on its own motion be¬ 
lieves that a formal hearing is required, 
further notice of such hearing will be 
duly given. 

Under the procedure herein provided 
for, unless otherwise advised. It will be 
unnecessary for Applicant to appear or be 
represented at the hearing. 

Kenneth F. Plumb, 

Secretory. 

|FR Doc.77-19433 Filed 7-7-77;8:45 amj 


(Docket No. CP73-95| 

COLUMBIA GAS TRANSMISSION CORP. 

Petition to Amend Order 

June 29. 1977. 

Take notice that on June 15, 1977, 
Columbia Gas Transmission Corporation 
(Petitioner), 1700 MacCorkle Avenue. 
S.E.. Charleston. West Virginia 25314. 
filed in Docket No. CP73-95 a petition to 
amend the Commission's order of July 
20, 1976. issued in the instant docket (56 

FPC_). pursuant to Section 7 of the 

Natural Gas Act so as to permit the four- 
year term for development of Artemas-B 
to its full capacity to apply also to ob¬ 
taining the necessary storage rights on 
the acreage needed to extend the 
Artemas-B Storage Reservoir, all as morr 
fully set forth in the petition to amend 
which is on file with the Commission and 
open to public inspection. 

It Is indicated that pursuant to the 
Commissions order of December 6. 1972. 
in the instant docket Petitioner was 
granted authorization inter alia, to con¬ 
struct and operate certain facilities in 
connection with the activation and op¬ 
eration of Artemas-B Storage Field, and 
that on June 6. 1975. the Commission 
amended Its order of December 6. 1972 
to provide an extension of time to De 
oember 6, 1975. It is further indicated 
that on July 20. 1976, the Commis¬ 
sion further amended its order of De¬ 
cember 6.1972 in the instant docket so as 
to authorize Petitioner to construct and 
operate facilities to extend the Artemas- 
B Storage Reservoir. It is stated that the 
extension of Artemas-B Storage Reser¬ 
voir required the acquisition of addi¬ 
tional storage rights on 5,000 acres. Peti¬ 
tioner states that ordering paragfaph 
tD) of the July 20. 1976 order contained 
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the provision that the amended certifi¬ 
cate authorization and the rights granted 
thereunder were, conditioned upon Peti¬ 
tioner’s obtaining the necessary storage 
rights on the acreage needed to extend 
the Artemas-B Storage Reservoir within 
one year from the Issuance of the Order, 
which period would expire July 20. 1977. 

It is indicated that the areas of the 
lease acquisition that has not been com¬ 
pleted as of June 8. 1977. are as follows: 

(1) A modification of the present lease 
'rom the Commonwealth of Pennsylvania la 
paired to include its ^ undivided tnterest 
m 58 acres situate within the extension 
herein applied for; 

(2) The undivided Interest In 604 acres 
"wned by the United States of America, ad* 
ministered by the United State* Department 
of the Interior, which negotiation has been 
pursued on a continuing basis since October. 
1972; 

(3) A 58-acre tract on which the private 
• wner has refused to execute a storage lease. 
If It U determined that a negotiated lease 
cannot be secured. Petitioner will be forced 
to obtain storage rights through a condemna¬ 
tion suit; and 

(41 1.363.1 acres owned by the State of 
Maryland. This lease has been approved by 
the Attorney Oeneral of Maryland, executed 
cn behalf of Petitioner and maUed to Mary¬ 
land for execution by the proper authorities. 

Petitioner states that areas (1) and 
<2) may well be leased by July 20. 1977. 
However, it is doubtful that areas (2) and 
< 3) can be placed under lease in less than 
an additional three-year period, it is 
said. 

By this petition. Petitioner requests 
that the Commission amend its order of 
July 20. 1976 In the instant docket by de¬ 
leting from ordering paragraph <D» the 
phrase, “within one year from the issu¬ 
ance of this order.” and permit the four- 
year term for development of Artemas-B 
to its full capacity to apply also to ob¬ 
taining the necessary storage rights on 
the acreage needed to extend the Arte- 
rnas-B Storage Reservoir. 

Any person desiring to be heard or to 
make any protest-with reference to said 
petition to amend should on or before 
July 19. 1977 file with the Federal Power 
Commission. Washington, D.C. 20426, a 
petition to intervene or a protest in ac¬ 
cordance with the requirements of the 
Commission’s Rules of Practice and Pro¬ 
cedure (18 CFR 18 or 1.10) and the 
iteKtilaUons under the Natural Gas Act 

18 CFR 157.10). All protests filed with 
the Commission will be considered by‘it 
tn determining the appropriate action 
to be taken but will not serve to make 
the Protestants parties to the proceeding. 
Any person wishing to become a party 
to a proceeding or to participate as a 
party in any hearing therein must file 
a petition to intervene in accordance with 
the Commission’s Rules. 

Kenneth F. Plumb. 

Secretary. 

IFR Doc .77-19434 PU«<1 7-7-77;8 45 am) 


(Docket No. ER77-264! 

DETROIT EDISON CO. 

Order on Rehearing 

June 30. 1977. 

On MAy 31. 1977, the Detroit Edison 
Company (DEC) filed an Application for 
Rehearing and Reconsideration of the 
Order Accepting for Filing in Part. Re¬ 
jecting for Filing In Part, Suspending 
Proposed Rate Schedules in Part. Grant¬ 
ing Intervention and Establishing Pro¬ 
cedures. issued April 29. 1977. in Docket 
No. ER77-264. Finding Paragraph (2) of 
that Order stated that; 

|g|ood cause exists to reject the filing of 
a proposed rate Increase as to the Village of 
Sebewaing under Section 205. and to instead 
Institute an investigation under Section 206 
to determine whether tbe rate is so low as 
to adversely afreet the public interest as 
where it might Impair the financial ability 
of the public utility to continue its service, 
cast upon other customers an excessive bur¬ 
den, or be unduly discriminatory. FPC v. 
Sierra Pacific Power Co. 350 US. 48. 

In addition, Ordering Paragraph (C> 
stated that: 

[pjursuant to Section 206 of the Federal 
Power Act and the Commission’s Rules of 
Practice and Procedure, an investigation is 
ordered to determine whether the current 
rate paid by Sebewaing under IU contract 
of November. 1973 la so low as to adversely 
affect tbe public interest. 

In it« Application for Reconsideration, 
DEC avers that the above stated stand¬ 
ard is not appropriate, as it applies only 
to fixed rate contracts, according to the 
Mobile-Sierra doctrine. 1 while the in¬ 
stant contract specifically provides that 
the rates are subject to change by order 
issued by the Federal Power Commis¬ 
sion. 

The DEC-Sebcwaing contract contains 
the following provision: 

3. Beginning in the effective date of 
the Agreement, the customer shall be 
billed by the Company at the rates as 
approved by the Federal Power Commis¬ 
sion. It is expressly understood by the 
customer that these rates are subject to 
change by order issued by that Commis¬ 
sion. 

As we stated In our order of April 29. 
1977, that contract provision was inter¬ 
preted in the Order Denying Motion to 
Reject, Instituting Section 206 Investi¬ 
gation. and Ordering Refunds. Issued 
July 2. 1975 in Docket No. E-9294. There 
the Commission held that: 

(•llace tbe parties provided for changes in 
rates only by order Issued by the Commis¬ 
sion, It Is clear that they did not contem¬ 
plate the unilateral filings permitted by Sec¬ 
tion 205. Tbe only changes in rates which 


1 United Gum Pipeline Company v. Mobile 
Gas Service Corp. 360 US. 332 (1956) and 
FPC v. Sierra Pacific Power Co.. 350 U S. 
348 0956). 


occur by order of the Commission occur pur¬ 
suant to an order issued pursuant to Sec¬ 
tion 206. Thus, the parties have provided 
that changes in rates will only occur pursu¬ 
ant to Section 206. Accordingly, we shall In¬ 
vestigate Detroit’s current rates and set Just 
and reasonable rates pursuant to Section 206, 
all changes to be prospective in application. 

Having established that changes in 
rates may occur only pursuant to Section 
206, we are presented with the question 
of whether the appropriate standard for 
the Commission's investigation is wheth¬ 
er the rate is “so low as to adversely 
affect the public interest as where it 
mteht impair the financial ability of the 
public utility to continue its service, cast 
upon other customers an excessive bur¬ 
den. or be unduly discriminatory", or 
whether the rate is below the Just and 
reasonable rate. 

In Docket No. E-7740. Indiana and 
Michigan Electric Company, the contract 
between the Companies and the Cooper¬ 
atives provided that a change in rate 
was to be made only when ordered by 
the appropriate regulatory agency. The 
Commission interpreted this clause to 
mean that the contracts “• • • contem¬ 
plated a procedure as may be instituted 
under Section 206 of the Federal Power 
Act."* Regarding these procedures, the 

Commission stated that: 

We would nolo that the procedures under 
such a Section 206 proceeding would not en¬ 
tail meeting the heavy burden of proof &*- 
roclated with the Mobile-Sierra decisions. As 
all parlies concede, these contract* clearly 
contemplate that the Commission may order 
a change in rates; that is. the rates are not 
fixed for the term of the contract, only the 
manner in which such a change may be 
effected is contractually established. Accord¬ 
ingly. our examination of I AM'a proposed 
rate* would still be on a basis of our cost- 
plus-fair return standard Of: Southern Cali¬ 
fornia Edition Company. Docket No. E-6176. 
order lwucd September 21. 1973. 

Since the contract between DEC and 
the Village of Sebewaing states that 
•*• • • these rates are subject to change 
by order issued by (the Federal Pow’eri 
Commission," it is similarly clear that 
while the manner of change in rates is 
contractually established the rates them¬ 
selves are not fixed for the term of the 
contract. 

We note that to hold otherwise would 
imply that it was DEC’S intent to con¬ 
tract to provide power at a rate which 
might yield less than & fair return, and 
which could only be changed If it were 
so low as to adversely affect the public 
interest. It is more reasonable to con¬ 
clude that the parties intended that the 
rates could be revised of the Commission 
found them to be below the Just and rea¬ 
sonable rate level. Since the Sierra-Mo¬ 
bile standard applies only when a public 


* Order on Reconsideration, laxued June 3, 
1974. Indiana and Michigan Flee trie Com¬ 
pany. Docket No E-7740 


HOftAl twism, VOL 42. NO 131— WIDAY, JUIY 8, 1977 





35198 


NOTICES 


utility has agreed to a fixed contract rate 
affording less than a fair return, it would 
not be appropriate to use that stricter 
standard in the case sub judjcc. Based on 
the above. 

The Commission finds: (1> Good 
cause exists to amend the Order issued 
April 29. 1977. in this proceeding as re¬ 
quested by Detroit Edison Company in 
its Application for Rehearing and Re¬ 
consideration. filed May 31. 1977. 

The Commission orders: (A) Finding 
Paragraph (2) of the abovementioned 
Order issued April 29, 1977, in this pro¬ 
ceeding is hereby amended to read as 
follows: 

Good cai'se exists to reject the filing of a 
proposed rate Increase as to the Village of 
Sebewaing under Section 90S, and Instead to 
Institute an investigation under Section 208 
to determine Just and reasonable rates to be 
charged to the Village oX Scbewalng. See 
Order on Reconsideration, issued June 3, 
1974. Indiana and Michigan Electric Com¬ 
pany, Docket No. E-7*740 

iB> Ordering Paragraph <C) of the 
Order issued April 29. 1977 is hereby 
amended to read as follows: 

The motion to reject the filing of a rate in¬ 
crease as to the VlUage of Sebewalng Is 
granted. Pursuant to Section 208 of the Fed¬ 
eral Power Act and the Commission's Rules 
of Practice and Procedure, an Investigation 
Is ordered to determine the Just and reason¬ 
able rate to be charged to the City of Sebe¬ 
walng. 

(C) In all other respects, our Order of 
April 29. 1977 remains in full force and 
effect. 

<D> The Secretary shall cause prompt 
publication of this order to be made in 
the Federal Register. 

By the Commission. 

Kenneth F. Plumb. 

Secretary. 

|FR Doc.77-19438 Filed 7-7-77:8:45 am| 


| Docket No. RI77-48) 

ELMS BROTHERS A CO. 

Settlement Proposal 

June 29. 1977. 

Take notice that on June 22.1977. Elms 
Brothers and Company filed a settlement 
proposal In the captioned proceeding of¬ 
fering to accept rates of $0.8209 and 
$1.49. respectively, for its Greene County 
and Washington County Wells that are 
the subject of this proceeding. 

Any person desiring to be heard or to 
make any protest with reference to said 
proposal should on or before July 15. 
1977, file with the Federal Power Com¬ 
mission. Washington, D.C. 20426, a peti¬ 
tion to intervene or a protest in accord¬ 
ance with the requirements of the Com¬ 
mission's Rules of Practice and Pro¬ 
cedure < 18 CFR 1.8 or 1.10). All protests 
filed with the Commission will be con¬ 
sidered by it in determining the appro¬ 
priate action to be taken but will not 
serve to make the protestants parties to 
the proceeding. Any party wishing to be¬ 


come a party to a proceeding, or to 
participate as a party in any hearing 
therein, must file a petition to intervene 
in accordance with the Commission’s 
Rules. 

Kenneth F. Plumb, 

Secretary . 

IFR Doc.77-19431 Filed 7-7-77:8:45 am| 


\Docket No CP77-455| 

EL PASO NATURAL GAS CO. 

Application 

June 30. 1977. 

Take notice that on June 21, 1977, El 
Paso Natural Gas Company (Applicant), 
F O. Box 1492. El Paso. Texas 79978. filed 
in Docket No. CP77-455 an application 
pursuant to Section 7(c) of the Natural 
Gas Act for a certificate of public con¬ 
venience and necessity authorizing the 
operation of certain exiting facilities and 
the transportation on a best efforts basis 
of up to 40,000 Mcf of natural gas per day 
in interstate commerce for Natural Gas 
Pipeline Company of America (Natural) 
for the period July 1, 1977, through Oc¬ 
tober 31, 1977, all as more fully set forth 
in the application which is on file with 
the Commission and open to public in¬ 
spection. 

It is stated that Natural has asked Ap¬ 
plicant and others for assistance in mak¬ 
ing available to its system certain short 
term gas supplies w'hlch are available to 
Natural but not located in close prox¬ 
imity to its system Natural would utilize 
the gas made available to it through the 
Instant proposal as a part of its overall 
supply and storage program to help 
maintain presently effective customer 
entitlement level for the 1977-78 winter 
season, it is said. 

Applicant indicates that Natural has 
contracted with Colorado Interstate Gas 
Company iColorado) for the purchase of 
up to 40.000 Mcf of natural gas per day 
which would be available for sale by Col¬ 
orado near Green River, Wyoming, be¬ 
ginning July 1, 1977, and continuing 
through October 31,1977. It is stated that 
pursuant to the terms and conditions of 
an agreement between Natural and Colo¬ 
rado. Colorado would deliver those 
volumes of gas purchased by Natural to 
Northwest Pipeline Corporation (North¬ 
west) who, in turn, would deliver such 
volumes to Applicant at an existing point 
of Interconnection between the pipeline 
systems of Northwest and Applicant in La 
Plata County, Colorado. Applicant states 
that it would transport those quantities of 
gas that it receives from Northwest and 
deliver equivalent volumes on an Mcf 
basis to Transwestem Pipeline Company 
(Transwestem) at an existing point of 
interconnection between Applicant's sys¬ 
tem and that of Transwestern in Ward 
County. Texas. It is stated that Trans¬ 
westem would deliver the volumes of gas 
so received from Applicant into Natural's 
pipeline system. 

Applicant states that it would render 
the proposed back-haul transportation 
service for Natural on a best efforts basis. 


through the use of otherwise available 
capacity in Applicant's system, pursuant 
to a letter agreement between Applicant 
and Natural dated June 9. 1977. It is 
stated that Natural would comoensate 
Applicant through the payment of an ad- 
mlnLstrative fee of 10 cent for each Mcf 
delivered by Applicant to Transwestern 
for Natural's account. 

No new or additional facilities would be 
required by Applicant in connection with 
the effectuation of such arrangements, it 
Is indicated. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before July 20, 
1977. file with the Federal Power Com¬ 
mission. Washington. D.C. 20426. a peti¬ 
tion to intervene or a protest In accord¬ 
ance with the requirements of the Com¬ 
mission's Rules of Practice and Proced¬ 
ure (18 CFR 1.8 or 1.10) and the Regula¬ 
tions under the Natural Gas Act (18 CFR 
157.10). All protests filed with the Com¬ 
mission will be considered by it in de¬ 
termining the appropriate action to be 
taken but will not serve to make the pro¬ 
testants parties to the proceeding. Any 
person wishing to become a party to a 
proceeding or to participate as a party in 
anv hearing therein must file a petition 
to intervene in accordance with the Com¬ 
mission's Rules. 

Take further notice that, pursuant to 
the authority contained in and subject 
to the jurisdiction conferred upon the 
Federal Power Commission by Sections 7 
and 15 of the Natural Gas Act and the 
Commission's Rules of Practice and Pro¬ 
cedure, a hearing will be held without 
further notice before the Commission on 
this application if no petition to inter¬ 
vene is filed within the time required 
herein, If the Commission on it own re¬ 
view of the matter finds that a grant of 
the certificate is required by the public 
convenience and necessity. If a petition 
for leave to intervene is timely filed, or if 
the Commission on its own motion be¬ 
lieves that a formal hearing is required, 
further notice of such' hearing will be 
duly given. 

Under the procedure herein provided 
for. unless otherwise advised. It will be 
unnecessary for Applicant to appear or 
be represented at the hearing. 

Kenneth F. Plumb. 

Secretary. 

|FR Doc.77-19504 Filed 7-7-77:8:45 am I 


(Docket No. CP77-4561 

EL PASO NATURAL GAS CO. 

Application 

June 30.1977. 

Take notice that on June 21. 1977, El 
Paso Natural Gas Company (Applicant). 
P.O. Box 1492. El Paso, Texas 79978, filed 
In Docket No. CP77-456 an application 
pursuant to Section 7 of the Natural Gas 
Act for permission and approval to aban¬ 
don certain minor sales lateral pipeline 
facilities and for a certificate of public 
convenience and necessity authorizing 
the relocation, and modification of cer- 
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tain facilities, all as more fully set forth 
in the application which is on hie with 
the Commission and open to public in¬ 
spection. 

Applicant seeks permission and ap¬ 
proval to abandon and convey, without 
cost, to the City of Mesa, Arizona, certain 
minor sales lateral pipeline facilities and 
a certificate of public convenience and 
necessity authorizing the relocation and 
rebuilding of Applicant's existing Mesa 
No. 2 meter station facility all located 
on Applicant’s interstate system in Mari¬ 
copa County. Arizona. 

It is Indicated that on November 29. 
1951. In Docket No. 0-1345 (10 FPC 644). 
Applicant was authorized inter alia, to 
construct and operate the Mesa No. 2 
meter station and approximately 10 
miles of 4^-inch O.D. sales lateral pipe¬ 
line. all located in Maricopa County. Ari¬ 
zona, in order to provide natural gas 
service for the City of Mesa. It is further 
indicated that by order issued February 
28. 1958, at Docket No. 0-13107 (10 FPC 
282), Applicant was authorized to con¬ 
struct and operate approximately 10.2 
miles of 6*i-inch OD. pipeline looping 
mid the 4 *4-inch OX), sales lateral pipe¬ 
line in order to provide Applicant with 
additional pipeline capacity to serve the 
increased natural gas requirements of 
the City of Mesa. The Mesa No. 2 meter 
nation and the 4%-inch O.D. and 6%- 
Inch O.D. lateral pipelines are currently 
utilized by Applicant in rendering gas 
.service to the City of Mesa, it is said. 

Applicant states that as a result of en¬ 
croachment 1 in the vicinity of the Mesa 
No. 2 meter station, such site has become 
increasingly congested and less suitable 
for location of gas measurement facili¬ 
ties. Applicant indicates that it is there¬ 
fore necessary to relocate the existing 
Mesa No. 2 meter station to a site on the 
existing pipeline some 2.200 feet south of 
the present site. Applicant also proposes 
to rebuild the existing metering facilities 
when relocated in order to upgrade the 
measurement of deliveries and accom¬ 
modate the changes in operating condi¬ 
tions. 

Applicant indicates that it and the 
City of Mesa have agreed to the reloca¬ 
tion and the conveyance by Applicant to 
the City of Mesa of the subject pipeline 
facilities pursuant to a letter agreement 
bated January 7. 1977, between the two 
parties. It is stated that the City of Mesa 
would accept from Applicant, upon Ap¬ 
plicant's relocation of the subject meter 
Ktatlon. approximately 0.42 mile of said 
*‘>-lnch O.D. pipeline and approxi¬ 
mately 0 42 mile of said 6>i-inch OJ> 
loop pipeline commencing at the pro¬ 
posed outlet of the relocated Mesa No. 
2 station and terminating at the point of 
interconnection of such facilities with 
the City of Mesa's existing distribution 


1 It Is stated that Highways adjacent to the 
routing Mesa No. 2 meter station have been 
r>vi*ed to a higher elevation than the Station 
kite, thus presenting potential traffic and 
Hood hazard*. Additionally, present and 
planned residential development surround 
the Immediate area. It Is said 


facilities, at the present site of the Mesa 
No. 2 meter station. These facilities 
would be operated and maintained by 
the City of Mesa, and would become a 
part of the City of Mesa's distribution 
system utilized in serving its customers 
requirements, it is said. 

Applicant states that the realignment 
of facilities would permit a reduction in 
the current operating pressure of the 
segment of pipeline to be conveyed by 
Applicant from approximately 500 psia 
to 250 psia, and that under these more 
desirable operating conditions. Applicant 
is required to provide the City of Mesa 
an increased delivery pressure at the new 
site. Applicant indicates that the opera¬ 
tion of the City of Mesa's distribution 
system after the proposed realignment 
requires Applicant to increase the present 
contract maximum delivery pressure at 
the said Mesa No. 2 meter station of not 
more than 200 psig to a new maximum 
contract delivery pressure of not more 
than 250 psia. The City of Mesa would 
install appropriate underground regula¬ 
tion facilities required to accept such 
delivery pressures from Applicant and 
necessary for distribution system opera¬ 
tions. it is said. Applicant states that no 
change in the contract demand quantity 
or daily volume deliveries to the City 
of Mesa would occur as a result of the 
proposed realignment of the facilities. 

Applicant states that the estimated 
original total cost of the facilities to be 
conveyed to the City of Mesa is $11.- 
997.50. and that the total estimated cost 
of the relocation and rebuilding of the 
Mesa No. 2 meter station. Including over¬ 
head. contingency and filing fees is 
$48,344. Applicant further states that it 
would finance the cost of the facilities 
relocated and rebuilt through use of in¬ 
ternally generated funds. 

Any person desiring to be heard or 
to make any protest with reference to 
said application should on or before 
July 20. 1977, file with the Federal Power 
Commission. Washington, D C. 20426. a 
petition to intervene or a protest in ac¬ 
cordance with the requirements of the 
Commission's rules of practice and pro¬ 
cedure (18 CFR 1.8 or 1.10) and the 
regulations under the Natural Gas Act 
(18 CFR 157.10). All protests filed with 
the Commission will be considered by it 
in determining the appropriate action to 
be taken but will not serve to make the 
Protestants parties to the proceeding. 
Any person wishing to become a party 
to a proceeding or to participate os a 
party in any hearing therein must file a 
petition to Intervene in accordance with 
the Commission's rules. 

Take further notice that, pursuant to 
the authority contained in and subject 
to the Jurisdiction conferred upon the 
Federal Power Commission by section 7 
and 15 of the Natural Gas Act and the 
Commission's rules of practice and pro¬ 
cedure, a hearing will be held without 
further notice before the Commission on 
this application if no petition to inter¬ 
vene is filed within the time required 
herein, if the Commission on its own 
review of the matter finds that a grant 


of the certificate and permission and ap¬ 
proval for the proposed abandonment are 
required by the public convenience and 
necessity. If a petition for leave to inter¬ 
vene is timely filed, or If the Commission 
on its own motion believes that a formal 
hearing is required, further notice of 
such hearing wll be duly given. 

Under the procedure herein provided 
for. unless otherwise advised. It will be 
unnecessary for Applicant to appear or 
be represented at the hearing. 

Kenneth F. Plumb, 
Secretary. 

|FR Doc.77-19503 Filed 7-7-77:8 45 amj 


(Docket No. RI77-64| 

FRIO PRODUCTION CO. 

Petition for Special Relief 

June 29. 1977. 

Take notice that on May 5. 1977, Frio 
Production Company <Frio>. P.O. Box 
290. Alice. Texas 78332. filed a petition 
for special relief in Docket No. RI77-64 
pursuant to Section 2.76 of the Commis¬ 
sion's General Policy and Interpretations 
(18 CFR 2.76). 

Frio, a small producer, seeks authori¬ 
zation to charge $1.60 per Mcf at 14 65 
psia for gas produced from three wells in 
the Ramerino Field in Live Oak County. 
Texas. The gns underlying these wells is 
dedicated to United Gas Pipe Line Com¬ 
pany (United) as a result of a contract 
between Frio and United dated August 
24. 1972. Applicant reworked and added 
compression to one of these wells in con¬ 
sideration of a rate increase to 55 cents 
per Mcf. pursuant to a contract amend¬ 
ment of Januarv 1,1974. On July 27.1976. 
Opinion No. 742-A and Order No. 553 
issued bv the Commission had the effect 
of reducing the rate for these wells to 
35 cents per Mcf. plus adjustments. 

According to the application, produc¬ 
tion from these wells has ceased due to 
a compressor failure. Applicant seeks 
special relief based on the work previ¬ 
ously done under the 1974 contract 
amendment, anticipated work to repair 
the compressor, construction of an access 
road, and other items. Frio estimates 
that 60.000 Mcf of gas could be produced 
from these w’elU. United has agreed to 
pav a higher special relief rate up to 
$1.60 per Mcf. 

Any person desiring to be heard or to 
make anv protest with reference to said 
netitlon should on or before July 19. 1977. 
file with the Federal Powder Commission. 
Washington. DC. 20426. a petition to 
intervene or a protest in accordance with 
the requirements of the Commission’s 
Rules of Practice and Procedure < 18 CFR 
1.8 or 1.10). All protests filed with the 
Commission will be considered by It in 
determining the appropriate action to be 
taken but will not serve to make the 
Protestants parties to the proceeding. 
Any party wishing to become a party to 
a proceeding, or to participate as a party 
in any hearing therein, must file a peti- 
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tion to Intervene In accordance with the 
Commission's Rules. 

Kenneth P. Plumb, 

Secretary. 

|FR Doe.77-19440 Filed ?-7-77;8:45 amt 


| Docket No RI77-8&I 

GOLDKING PRODUCTION CO. 

Petition for Special Relief 

June 29. 1977. 

Take notice that on May 11, 1977, 
Goldklng Production Company (Peti¬ 
tioner). 900 First City National Bank 
Bldg., Houston. Texas, filed In Docket 
No. RI77-85 a petition for special relief 
pursuant to Section 2.76 of the Commis¬ 
sion's Rules and Practice and Procedure. 

Petitioner during October. 1976 re¬ 
entered and re-completed the Ballard 
and Cardells # 1 Krenek well at a depth 
between 7485 and 7491 feet involving ex¬ 
penditures for surface equipment and 
delivery facilities together with other 
items representing an aggregate invest¬ 
ment of $68,986 to recover estimated re¬ 
serves 174.000 Mcf of natural gas located 
in the Bonus Field. Wharton County, 
Texas Such property was acquired by 
assignment of an oil and gas lease dated 
August 26, 1975 from Brown & Me Ken- 
zte. 1 which lease expired and thereafter 
was renewed by Petitioner. Petitioner 
seeks a rate of approximately $1.16 per 
Mcf and requests that such rate be made 
effective subject to refund. Such sales 
when commenced are pursuant to a con¬ 
tract dated April 19, 1977 between Peti¬ 
tioner and Texas Eastern Transmission 
Corporation. 

It appears reasonable and consistent 
with the public interest in this case to 
prescribe a period shorter than 15 days 
for filing of protests and petitions to in¬ 
tervene. Therefore, any person desiring 
to be heard or to make any protest with 
reference to said application should on 
or before Juply 11. 1977. file with the 
Federal Power Commission. Washing¬ 
ton, D.C. 20426. a petition to Intervene 
or a protest in accordance with the re¬ 
quirements of the Commission's Rules 
of Practice and Procedure <18 CFR 1.8 
or 1.10). All protests filed with the Com¬ 
mission will be considered by it in de¬ 
termining the appropriate action to be 
taken but will not serve to make the 
Protestants parties to the proceeding. 
Any person wishing to become a party 
to a proceeding or to participate as a 
party in any hearing therein must file a 
petition to intervene in accordance with 
the Commission's Rules. 

Kenneth F. Plumb, 
Secretary, 

|FR Doc 77-19444 Filed 7-7-77;8:45 am| 


* Brown Ar McKenzie received a small pro¬ 
ducer certificate in Docket No. CS7S-49 


|Docket No ER76-7lft| 

INDIANA A MICHIGAN ELECTRIC CO. 

Order Adopting Settlement Agreement 

June 30, 1977. 

On May 28. 1976. Indiana and Michi¬ 
gan Electric Company (I&ME) filed pro¬ 
posed increased rates for service to 
Northern Indiana Public Service Com¬ 
pany (NIPSCO*. By Order dated June 
25. 1976. the Commission accepted the 
proposed rate filing and suspended them 
for 30 days to become effective on July 
27, 1976, subject to refund. In addition, 
the Commission consolidated this docket 
with proceedings in Docket Nos. ER76- 
714 1 and ER76-716* 

On February 17. 1977. I&ME sub¬ 
mitted a negotiated settlement agree¬ 
ment between itself and NIPSCO to the 
Commission. Notice of the proposed set¬ 
tlement was issued on February 3. 1977 
requiring comments to be filed on or be¬ 
fore March 11, 1977. On March 11. 1977, 
Staff Counsel filed comments support¬ 
ing the proposed settlement agreement. 

The proposed settlement provides cer¬ 
tain changes to I&ME’s proposed rate 
changes as originally filed on May 28, 
1976 The agreement provides: <1> the 
Inclusion of a provision mutually agreed 
upon procedures for the curtailment of 
power and energy delivery to NIPSCO in 
the event that there should be a short¬ 
age of capacity and or electric energy 
requiring I&ME to curtail power and 
energy deliveries to its own customers; 
<2> a reduction in the demand charge 
from $7.12 to $6 41 per KW reducing the 
effect of proposed Increase of revenues 
from approximately $11,300,000 to a level 
of approximately $9,600,000. <3> an ef¬ 
fective date of July 27. 1976 (the date 
I&ME’s increased rates were permitted 
to become effective subject to refund). 
(4) refunds of all amounts collected in 
excess of the settlement rates with in¬ 
terest at 9 percent per annum, and (5) 
requests waiver of Section 35.13 of the 
Commission's Regulations to the extent 
necessary to effect all provisions of the 
proposed settlement agreement. 

On November 1. 1976, Staff of the 
Federal Power Commission filed Settle¬ 
ment Cost of Service Top Sheets for 
I&ME resale service in this proceeding. 
On November 10, 1976 Staff requested 
additional information for purposes of 
further evaluation Upon receipt of the 
additional information. Staff on Decem¬ 
ber 8. 1976 filed revised Cost of Service 
Top Sheets. The proposed settlement 
hereinafter approved by this Order pro¬ 
vides for increase in rates less than that 
« 


* The filing In Docket No. ER76-714 In¬ 
volves a rate Increase filing for service to 
Michigan Power Company. 

•The filing In Docket No. ER76-716 in¬ 
volves a rate increase application for service 
to IAM£ Cooperative and Municipal resale 
customers 


amount indicated by Staff's revised Top 
Sheet filing based on a 9.16% rate of 
return and 12.50% on common equity. 

Based upon our review of the record In 
these proceedings Including the settle¬ 
ment agreement itself, the filings, docu¬ 
ments and pleadings submitted, we con¬ 
clude that the settlement agreement rep¬ 
resents a reasonable resolution of the 
issues in Docket No. ER76-715, and that 
such settlement is In the public Interest. 
Accordingly, the settlement agreement 
between I&ME and NIPSCO filed on Feb¬ 
ruary 17, 1977. should be approved. 

The Commission finds : The settlement 
filed by I&ME on February 17, 1977, as 
it applies to NIPSCO should be approved 
and made effective as hereinafter 
ordered. 

The Commission orders: (A) The ne¬ 
gotiated Settlement agreement filed by 
I&ME in this docket on February 17.1977 
is hereby approved and made effective as 
of July 27. 1976. 

<B> In accordance with the terms of 
the settlement agreement and consistent 
with the Commission's Regulation € 33.10 
<a> within 30 days of the date of this 
order, I&ME is hereby directed to refund 
the difference in revenues collected un¬ 
der the rates made effective July 27.1976. 
subject to refund and the revenues au¬ 
thorized to be collected pursuant to the 
terms of the settlement agreement filed 
on February 17. 1977 at an agreed upon 
Interest rate of 9 percent per annum. 

<C> The Commission hereby orders 
that Section 35.3 of the Commission Reg¬ 
ulations be waived in order that the re¬ 
vised supplement to I&ME's service 
agreement with NIPSCO be approved for 
filing to become effective July 27, 1976 
designated as Idlana & Michigan Electric 
Company. Supplement No 6 to Rate 
Schedule FPC No. 22 (Supersedes Sup¬ 
plement No. 5>. 

<D> I&ME Is hereby directed to file a 
compliance report within 15 days after 
refunds have been made, such reports 
to show monthly billing determinants 
and revenues under prior, present, and 
settlement rates. The report should also 
show the monthly settlement increase-, 
the monthly revenue refund, and the 
monthly interest computation together 
with a summary of such information for 
the total refund period A copy of such 
report shall also be furished by I&ME 
to each State Commission within whose 
jurisdiction the wholesale customer dis¬ 
tributes and sells all electric energy at 
retail. 

<E> This Order is without prejudice 
to any findings or Order which may have 
been made or which will hereafter be 
made by the Commission, and is without 
prejudice to any claim or contention* 
which may be made by the Commission 
the Staff, or any party or persons affected 
by the Order against I&ME or any per¬ 
son or party. 
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(F) The Secretary of the Federal 
Power Commission shall cause prompt 
publication of this Order In the Federal 
register. 

By the Commission: 

Kenneth F. Plumb. 

Secretary. 

|FR Doc.77-19498 Filed 7-7-77:8:45 am) 


(Docket No. ER76-7141 

INDIANA & MICHIGAN ELECTRIC CO.I 

Order Adopting Settlement Agreement 
June 30. 1977. 

On May 28. 1976 Indiana & Michigan 
Electric Company (I&ME) Bled proposed 
increased rates for service to Michigan 
Power Company <MPCO) a wholly- 
owned subsidiary. By Order dated June 
25. 1976. the Commission accepted the 
proposed rates for filing and suspended 
them for 30 days to become effective on 
July 27. 1976 subject to refund. In addi¬ 
tion. the Commission consolidated this 
docket with proceedings in docket Nos. 
ER76-715 1 and ER76-716. 1 

On January 28, 1977. I&ME filed 
Agreement of Settlement and Com¬ 
promise” proposing to effect a complete 
settlement with Michigan Power Com- 
]\\ny of all issues raised in the proceed¬ 
ing. Notice of the proposed settlement 
was issued on February 8. 1977. with 
comments due by February 23. 1977. 
Upon Motion of Michigan Public Service 
Commission filed February 22. 1977. the 
Secretary of the Commission by notice 
dated February 28. 1977. extended the 
date for filing comments to March 11. 
1977. 

The Settlement Agreement proposes 
certain changes to I&ME’s rate filing os 
originally submitted on May 28. 1970. 
inasmuch as it provides for <1> a re¬ 
duction in the original proposed demand 
charge of $8.17 per KW to $6 95 per KW; 

• 2) an effective date of July 27.1976 (the 
date ILME*s increases were permitted to 
bcome effective subject to refund); (3) 
refund all amounts collected In excess of 
settlement rates at 9 percent per annum; 
<4) requests waiver of 35.13 of the Com¬ 
mission's regulations to the extent nec¬ 
essary to effect all provisions of the pro¬ 
posed settlement: and <5> the inclusion 
of a provision dealing with mutually 
agreed upon procedures for the curtail¬ 
ment of power and energy deliveries to 
MPCO in the event that there should 
be a shortage of capacity and or electric 
energy requiring I&ME to curtail power 
and energy delivery to its own customers. 

The proposed settlement rate would 
reduce the amount of previously re¬ 
quested increase from $7,254,000 to ap¬ 
proximately $5,939,000. 

On November 1, 1978, 8taff filed Set¬ 
tlement Cost of Service Top Sheets for 


The filing in Docket No EE76-715 in¬ 
volve* a rate tncreaee fill ns for service to 
Northern Indiana Public Service Company. 

The filing in Docket No EH76-718 In- 
volre* a rate Increase application for emdee 
^ TAME Cooperative and Municipal resale 
customer*. 


I&ME’s resale services in the consoli¬ 
dated proceedings. During the settle¬ 
ment conference held on November 10. 

1976. Staff requested additional infor¬ 
mation complete its evaluation of I&ME's 
filing which was subsequently provided. 
On December 8. 1976 Staff filed revised 
Settlement Cost of Service Top Sheets. 
The proposed settlement hereinafter ap¬ 
proved by this Order provides for an in¬ 
crease in rates less than the amount in¬ 
dicated by Staff’s revised Top Sheet fil¬ 
ing based on a 9.16% rate of return and 
a 12 50% return on common equity. On 
the basis of the Settlement Cost of Serv¬ 
ice Top Sheets. Staff, on February 23. 

1977, filed comments supporting the 
Motjon of I&ME for Approval of the 
Negotiated Agreement of Settlement and 
Compromise. 

On March 11.1977, the Michigan Pub¬ 
lic Service Commission filed comments 
stating that it was “officially taking no 
position'* with respect to the reasonable¬ 
ness of the proposed settlement agree¬ 
ment. 

On March 16, 1977. the Michigan 
Power Users Association filed comments 
opposing the proposed settlement agree¬ 
ment. In addition to filing comments 
opposing the settlement. MPUA filed a 
Motion for leave to intervene after time 
for intervention had expired. MPUA 
submits that good cause exists to grant 
the Motion for leave to intervene out of 
time since it did not receive notice of 
I&ME's rate increase until after June 17. 
1976. the date for filing petitions to in¬ 
tervene. The Commission will grant 
MPUA’s Motion for Leave to File Inter¬ 
vention. but finds it unnecessary to set 
the matter for hearing as requested by 
MPUA's petition to intervene. 

Based upon our review of the record 
in these proceedings Including the settle¬ 
ment agreement itself, the filings, docu¬ 
ments and pleadings submitted includ¬ 
ing MPUA’s petition to intervene, we 
conclude that the settlement agreement 
represents a reasonable resolution of the 
Issues in Docket No. ER76-714, and that 
such settlement agreement is In the pub¬ 
lic interest. Accordingly, the settlement 
agreement between I&ME and MPCO 
filed on January 23, 1977 should be 
approved. 

The Commission finds: (1) That good 
cause exists to grant MPUA’s Motion for 
Leave to File Intervention. Time for In¬ 
tervention Having Expired. 

<2> That good cause exists to allow 
MPUA to intervene In this proceeding. 

<3> The Settlement Agreement filed 
by I&ME on January* 28. 1977, as it ap¬ 
plies to service to MPCO should be ap¬ 
proved and made effective as hereinafter 
ordered. 

The Commission orders: <A> The ne¬ 
gotiated Settlement Agreement filed by 
I&ME in this docket on January 28. 1977. 
Is hereby approved and made effective 
as of July 27.1976. 

<B> In accordance with the terms of 
the Settlement Agreement and consist¬ 
ent with the Commission’s Regulation 
8 33.19(a) within 30 days of the date of 
this order I&ME is hereby directed to 
refund the difference in revenues col¬ 


lected under the rates made effective 
July 27. 1976. subject to refund and the 
revenues authorized to be collected pur¬ 
suant to the terms of the Settlement 
Agreement filed on January 28. 1977, at 
an agreed upon interest rate of 9 percent 
per annum. 

(C) The Commission hereby orders 
that Section 35.3 of the Commission 
Regulations be waived in order that the 
revised supplement to I&ME’s service 
agreement with MPCO be approved for 
filing to become effective July 27, 1976. 

(D) I&ME Is hereby directed to file a 
compliance report within 15 days after 
refunds have been made, such reports to 
show monthly billing determinent and 
revenues under prior, present, and set¬ 
tlement rates. The report should also 
show the monthly settlement increase, 
the monthly revenue refund, and the 
monthly interest computation together 
with a summary of such information for 
the total refund period. A copy of such 
report shall also be furnished by I&ME 
to each State Commission within whose 
Jurisdiction the wholesale customer dis¬ 
tributes and sells all electric energy at 
retail, 

<E) MPUA is herebv permitted to in¬ 
tervene in this proceeding. 

(F) This Order is without prejudice 
to any findings or Order which may have 
been made or which will hereafter be 
made by the Commission, and is without 
prejudice to any claim or contentions 
which may be made by the Commission, 
the Staff, or anv party or persons af¬ 
fected by the Order against I&ME or any 
other person or party. 

(G> The Secretary of the Federal 
Po^er Commission shall cause nromnt 
publication of this Order in the Federal 
Register. 

By the Commission: 

Kenneth F. Plumb, 
Secretary. 

|FR Doe 77-19497 Filed 7-7-77:8:45 ami 


| Docket No. RI77-10fl| 

MARINE CONTRACTORS & SUPPLY. INC. 
Further Amended Petition for Special Relief 
June 29. 1977. 

Take notice that on June 17. 1977. 
Marine Contractors and Supply. Inc. 
(Marine), P.O. Box 27344. Houston. 
Texas, filed a further amended petition 
for special reli ef in the captioned docket, 
pursuant to 18 CFR 8 2.76. 

In Marine's original petition for spe¬ 
cial relief, filed June 10, 1976. noticed 
June 30, 1976. in Docket No. RI76-131, 
it sought authorization to charge $1/Mcf 
for the sale of gas from the Lucy Field. 
St Charles Parish, Louisiana to Trans¬ 
continental Gas Pipe Line Corporation 
(Transco). At the time. Marine was sell¬ 
ing its gas to Transco for 27.1617 cents 
per Mcf. Its petition was based on its 
allegation of the need for well recondi¬ 
tioning in order to prevent its abandon¬ 
ment. 

On July 23. 1976. noticed Au<m«t 6. 
1976, Marine filed an amended petition 
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for special relief requesting a rate of 
85 cents per Mcf for the same gas 
Transco. in a June 3, 1976 letter stated 
that it was willing to amend its contract 
to pay Marine uo to $1/Mcf. 

By an order dated September 20. 1976. 
the Commission approved the special re¬ 
lief rate of 85 cents per Mcf In order to 
enable production of the wells remaining 
recoverable reserves estimated to be 
1.056,600 Mcf 

Marine now petitions the Commission 
to approve a special relief rate of SI 62/ 
Mcf Marine states that continued fur¬ 
ther operations necessitate this new 
higher price, Transco. in a June 10. 1977. 
letter to Marine, agreed to amend its 
contract up to a rate of SI. 62/Mcf. 

Any person desiring to be heard or to 
make any protest with reference to said 
petition should on or before July 19. 
1977. file with the Federol Power Com¬ 
mission. Washington. D.C. 20426, a pe¬ 
tition to intervene or a protest in accord¬ 
ance with the requirements of the Com¬ 
mission's Rule s of Practice and Proce¬ 
dure (18 CFR 1.8 or 1.10). All protests 
filed with the Commission will be con¬ 
sidered by it in determining the appro¬ 
priate action to be taken, but will not 
serve to make the protestants parties to 
he proceeding. Any party wishing to be¬ 
come a party In any hearing therein, 
must file a petition to intervene in ac¬ 
cordance with the Commission^ Rules. 

Kenneth P. Plumb, 
Secretary. 

JFR Doc.77-19437 Filed 7-7-77:8:45 ami 


1 Docket No. ER77-IJ 

MISSISSIPPI POWER CO. 

Presiding Administrative Law Judge's Cer¬ 
tification of Proposed Settlement to 
Commission 

June 30, 1977. 

Take notice that on June 2. 1977, Pre¬ 
siding Administrative Law Judge Ernst 
Llebnmn certified to the Commission for 
consideration and disposition a Settle¬ 
ment Agreement which would resolve all 
outstanding issues in the case. Judge 
Liebman Indicated that all parties, in¬ 
cluding Staff, concur in the settlement. 

Any person desiring to do so mav sub¬ 
mit written comments on the proposed 
Settlement Agreement. All such com¬ 
ments will be considered by the Commis¬ 
sion in determining the appropriate ac¬ 
tion to be taken. Comments should be 
addressed to the Federal Power Com¬ 
mission. 825 North Capitol Street NE.. 
Washington. D.C. 20426, and should be 
filed on or before July 13. 1977. Copies 
of this filing are on file with the Com¬ 
mission and are available for public In¬ 
spection. 

Kenneth P. Plumb, 
Secretary. 

|FR Doc 77-19442 Piled 7-7-77:8:45 am) 


| Docket No CP77-443| 

NORTHERN NATURAL GAS CO. 

Application 

June 29.1977. 

Take notice that on June 16. 1977. 
Northern Natural (3as Company < Appli¬ 
cant >, 2223 Dodge Street, Omaha. Ne¬ 
braska 68102. filed in Docket No. CP77- 
443 an application pursuant to Section 
7(b) of the Natural Gas Act for permis¬ 
sion and approval to abandon and re¬ 
move certain gas measuring facilities lo¬ 
cated In Iron County. Wisconsin, all as 
more fully set forth in the application 
which is on file with the Commission 
and open to public inspection. 

It is indicated that pursuant to the 
Commission's order of June 2. 1905, in 
Docket No. CP64-255 (Phase ID. Appli¬ 
cant installed a sales measuring station, 
designated Hurley TBS No. 2. in order to 
sell and deliver natural gas to Lake Su¬ 
perior District Power Company (Lake 
Superior> for resale to the Lakeliead Pipe 
Line Pumping Station (Lakehead) at 
Saxon. Wisconsin. 

Hurley TBS No. 2 was installed in Iron 
County. Wisconsin and was placed in 
service on October 4. 1966, it is said. It is 
stated that the measuring station has 
been utilized to effect delivery of volumes 
on a firm basis to Lake Superior for re¬ 
sale to Lakehead for pump engine fuel, 
and that on December 31.1976. Lakehead 
completed conversion of their pumping 
station to electric motor drives thereby 
discontinuing the use of natural gas 
fueled engine drives. The estimated cost 
of removing the facilities of Hurley TBS 
No. 2 is 15,100 which would be financed 
from cash on hand, it is sAid. It is stated 
that the estimated salvage value of the 
facilities being '•etired is $2,550 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before July 19. 
1977. file with the Federal Power Com¬ 
mission. Washington. D.C. 20426, a pe¬ 
tition to intervene or a protest in accord¬ 
ance with the requirements of the Com¬ 
mission's Rules of Practice and Procedure 
(18 CFR 1.8 or 1.10) and the Regulations 
under the Natural Oas Act < 18 CFR 157. 
10). All protests filed with the Commis¬ 
sion will be considered by it in deter¬ 
mining the appropriate action to be 
taken but will not serve to make the Pro¬ 
testants parties to the proceeding. Any 
person wishing to become a party to a 
proceeding or to participate as a party 
in any hearing therein must file a pe¬ 
tition to intervene in accordance with 
the Commission’s Rules. 

Take further notice that, pursuant to 
the authority contained in and subject 
to the Jurisdiction conferred upon the 
Federal Power Commission by Sections 
7 and 15 of the Natural Oas Act and the 
Commission's Rules of Practice and Pro¬ 
cedure, a hearing will be held without 
further notice before the Commission on 


this application if no petition to Inter¬ 
vene is filed withtn the time required 
herein, if the Commission on its own 
review of the matter finds that permis¬ 
sion and approval for the proposed aban¬ 
donment are required by the public con¬ 
venience and necessity. If a petition for 
leave to intervene Is timely filed, or if the 
Commission on its own motion believes 
that a formal hearing is required, further 
notice of such hearing will be duly 
given. 

Under the procedure herein provided 
for. unless otherwise advised, it will be 
unnecessary for Applicant to appear or 
be represented at the hearing. 

Kenneth F. Plumb. 

Secretary 

f FK Doc 77-19432 Piled 7-7-77:8:45 am) 


(Docket No. CP77-457| 

NORTHWEST PIPELINE CORP. 

Application 

June 30.1977 

Take notice that on June 22. 1977, 
Northwest Pipeline Company (Appli¬ 
cant). 315 East Second South, Salt Lake 
City. Utah 84111. filed in Docket No 
CP77-457 an application pursuant to 
Section 7(c) of the Natural Gas Act for a 
certificate of public convenience and 
necessity authorizing the transportation 
of natural gas on a best efforts basis for 
Natural Gas Pipeline Company (Na¬ 
tural) for a period commencing on the 
date of any authorization Issued herein 
and continuing through October 31.1977. 
all as more fully set forth in the appliea- 
. tlon which is on file with the Commis¬ 
sion and open to public inspection. 

Applicant requests authorization to 
transport up to 40.000 Mcf of natural g ns 
per day on a best efforts basis for Na¬ 
tural pursuant to a gas transportation 
agreement dated June 15. 1977, between 
Applicant and Natural. Applicant indi¬ 
cates that Natural and Colorado Inter¬ 
state Oas Company (CIO) have entered 
Into an agreement dated June 13. 1977. 
which provides that CIG would sell to 
Natural up to 40.000 Mcf of natural gas 
per day for a term commencing on July L 
1977. and continuing through October 31, 
1977, and that the sale by CIO to Na¬ 
tural would be at the existing point of 
interconnection between the facilities of 
Applicant and CIG in the vicinity of 
Green River. Wyoming. 

It is stated that in order to make sue!) 
gas as it may purchase from CIG avail¬ 
able to its transmission system. Nature! 
has requested that Applicant transport 
such volumes of natural gas as Natural 
may purchase from CIO and deliver such 
volumes to El Paso Natural Gas Com¬ 
pany (El Paso). It Is indicated that El 
Paso and Transwestem Pipeline Com¬ 
pany (Transwestem* would further 
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transport and/or exchange such gas as 
may be necessary ultimately to make ap¬ 
proximately equivalent volumes of gas 
available to Natural’s transmission sys¬ 
tem. 

Applicant states that pursuant to the 
terms of the transportation agreement 
dated June 15, 1977, between Applicant 
and Natural, it would transport up to 43 
billion Btu’s of natural gas per day on a 
best efTorts basis for Natural. It is stated 
that Natural would cause CIO to deliver 
or otherwise make available to Applicant 
and Applicant would accept the pro¬ 
posed volumes of gas at an existing point 
o! interconnection between the facilities 
of CIO and Applicant in the vicinity of 
Green River. Wyoming, and that Ap¬ 
plicant would redeliver equivalent bil¬ 
lion Btu’s to El Paso at an existing point 
of interconnection between the facilities 
of Applicant and El Paso in the vicinity 
of Ignacio, Colorado. 

It is stated that deliveries by CIO to 
Applicant for the account of Natural 
would be made by Applicant reducing the 
volume of natural gas it would otherwise 
deliver to CIO pursuant to Applicant's 
presently effective FPC Gas Rate Sched¬ 
ule PL-1. Applicant states that it would 
concurrently redeliver equivalent vol¬ 
umes, adjusted for heating value, to El 
Paso, for Natural's account, at the point 
of interconnection between Applicant 
and El Paso. Applicant would not require 
any additional facilities to effectuate the 
proposal, it is said. 

Applicant states that it would charge 
Natural 8 cents per billion Btu’s for the 
proposed transportation service, and that 
this 8 cent rate is cost based. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before July 20, 
1977. file with the Federal Power Com¬ 
mission. Washington. D.C. 20426, a pe¬ 
tition to Intervene or a protest in accord¬ 
ance with the requirements of the Com¬ 
mission's Rules of Practice and Proce¬ 
dure * 18 CFR 18 or 1.10> and the Reg¬ 
ulations under the Natural Oas Act 08 
CFR 157.10). All protests filed with the 
Commission will be considered by it In 
determining the appropriate action to 
be taken but will not serve to make the 
protectants parties to the proceeding. 
Any person wishing to become a party 
to u proceeding or to participate as a 
party in any hearing therein must file a 
Petition to intervene In accordance with 
the commission's Rules. 

Take further notice that, pursuant to 
the authority contained in and sqbject 
to the jurisdiction conferred upon the 
Federal Power Commission by Sections 
Tand 15 of the Natural Oas Act and the 
Commission's Rules of Practice and Pro¬ 
cedure. a hearing will be held without 
further notice before the Commission on 
this application if no petition to inter¬ 
vene is filed within the time required 
herein, if the Commission on its own re¬ 
view of the matter finds that a grant of 
the certificate is required by the public 
convenience and necessity. If a petition 
for leave to Intervene is timely filed, or 
)f the Commission on its own motion be- 
lieves that a formal hearing is required. 


further notice of such hearing will be 
duly given. 

Under Che procedure herein provided 
for, unless otherwise advised, it will be 
unnecessary for Aoplicant to appear or 
be represented at the hearing. 

Kenneth P. Plumb. 

Secretary. 

I PR Doc.77-10502 Piled 7-7-77; 8:45 wnj 


(Docket No. CP77-447| 
NORTHWEST PIPEUNE CORP. 

Application 

June 29. 1977. 

Take notice that on June 17. 1977, 
Northwest Pipeline Corporation i Appli¬ 
cant), PO. Box 1526. Salt Lake City. 
Utah 84110, filed in Docket No. CP77-447 
an application pursuant to Section 7(c) 
of the Natural Gas Act for a certificate 
of public convenience and necessity au¬ 
thorizing the transportation of up to 
5.000 Mcf of natural gas per day for IOC 
Production Company (IOC), all as mQre 
fully set forth in the application which 
is on file with the Commission and open 
to public inspection. 

Applicant states that IOC. a wholly 
owned subsidiary of Intermountain Oas 
Company (Intermountain), has devel¬ 
oped or otherwise acquired natural gas 
reserves In the Rangely Field In Rio 
Blanco County. Colorado, and that IOC 
desires to make available the natural gas 
produced from the Rangely Field to In¬ 
termountain for use in Intermountain's 
distribution system. Consequently. IOC 
and Applicant have entered into a gas 
purchase, transportation and exchange 
agreement dated February 22. 1977. 
whereby IOC would deliver up to 5,000 
Mcf of natural gas per day from the 
Rangely Field to Applicant at a point on 
Applicant’s Pkeance Creek Lateral lo¬ 
cated in Rio Blanco County. Colorado, 
and Applicant would receive for trans¬ 
portation such volumes as are delivered 
by IOC and would redeliver equivalent 
volumes, subject to Applicant’s right to 
purchase up to 40 percent of the volumes 
delivered for transportation, at an exist¬ 
ing point of interconnection between the 
facilities of Applicant and Intcrmoun- 
tain near Pocatello, Idaho. It is stated 
that no new facilities are required to ef¬ 
fectuate the proposed transportation 
service. 

It is stated that Applicant has the op¬ 
tion to purchase up to 40 percent of the 
gas so delivered to it by IOC, and that 
Applicant would also deduct 2 percent 
of the gross heating value of the volumes 
which it would otherwise redeliver as 
compensation for fuel usage. 

It is indicated that the base price to be 
paid by Applicant to IOC for each Mcf 
of gas purchased by Applicant would be: 

<i> $1 44 for gas from a well or wells 
commenced on or after January 1. 1975. 
to be escalated by 1 cent at the end of 
each calendar quarter. 

UD $1,222 for gas from a well or wells 
commenced on or after January 1. 1973. 


and prior to January 1. 1975. to be es¬ 
calated by 1.3 cents at the end of each 
one-year period. 

(ill) $0 689 for gas from a well or wells 
nrior to Januarv l, 1973, to be escalated 
by 1.3 cents at the end of each one-year 
period. 

The price to be paid for the gas IOC 
proposes to sell to Applicant would be 
within the scope of Opinion 770-A or 
Opinion 742. it is said. It Is stated that 
Applicant would also pay a 1 cent per 
Mcf gathering charge for gas purchased 
from IGC. IOC would pay Applicant 16.03 
cents per Mcf of natural gas delivered 
to Applicant for transportation. It is said. 

It is stated that Applicant on April 14, 
1977, commenced the purchase of all the 
volumes proposed herein to be trans¬ 
ported and/or purchased by Applicant, 
and that Annlicant constructed a meter 
station at the interconnection of Appli¬ 
cant’s and IOC facilities In Rio Blanco 
County. Colorado, for the receipt or the 
volumes purchased under the contract 
Applicant constructed such facilities pur¬ 
suant to the Commission's order issued on 
October 19. 1976. at Docket No. CP76- 
459 authorizing Applicant to construct 
gas purchase facilities during the calen¬ 
dar year 1977. it is said. It is stated that 
the facilities would be retained for uti¬ 
lization. pursuant to the proposed gas 
purchase, transportation and exchange 
agreement. 

Any person desiring to be heard or to 
make anv protest with reference to said 
application should on or before July 19. 
1977, file with the Federal Power Com¬ 
mission, Washington DC. 20426, a peti¬ 
tion to intervene or a protest in accord¬ 
ance with the requirements of the Com¬ 
mission’s Rule s of Practice and Proce¬ 
dure (18 CFR 1.8 or MO* and the Reg¬ 
ulations under the Natural Oas Act < 18 
CFR 157 10). All protests filed with the 
Commission will be considered by It in 
determining the appropriate action to be 
taken but will not serve to make the Pro¬ 
testants parties to the proceeding. Any 
person wishing to become a party to a 
proceeding or to participate as a party 
in any hearing therein must file a peti¬ 
tion to intervene in accordance with the 
Commission’s Rules. 

Take further notice that, pursuant to 
the authority contained in and subject 
to the Jurisdiction conferred upon the 
Federal Power Commission by Sections 
7 and 15 of the Natural Oas Act and the 
Commission's Rules of Practice and Pro¬ 
cedure. a hearing will be held without 
further notice before the Commission on 
this application if no petition to inter¬ 
vene is filed within the time required 
herein, if the Commission on Its own re¬ 
view of the matter finds that a grant 
of the certificate is required by the public 
convenience and necessity. If a petition 
for leave to intervene is timely filed, or 
If the Commission on its own motion be¬ 
lieves that a formal hearing Is required, 
further notice of such hearing will be 
duly given. 

Under the procedure herein provided 
for. unless otherwise advised. It will be 
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unnecessary for Applicant to appear or 
be represented at the hearing. 

Kenneth P. Plumb. 

Secretary . 

|FR Doc.77-19443 Piled 7-7-77;8:45 am) 


(Docket No. ER77-422] 

PUBLIC SERVICE CO. OF OKLAHOMA 

Order Accepting for Tiling and Suspending 

Notices of Cancellation and Providing for 

Expedited Hearing 

June 30. 1977. 

On June 3. 1977,1^110 Service Com¬ 
pany of Oklahoma tendered for filing 
Notices of Cancellation of Rate Schedule 
FPC numbers 119-A, 119-B. 17-A as sup¬ 
plemented and 17-B, as supplemented 
for interconnected service between the 
Southwestern Power Administration 
(SWPA), Public Service Company of 
Oklahoma (PSCO), and Oklahoma Gas 
and Electric Company <OG&E>. PSCO 
states that the rate schedules expire by 
their terms at midnight on June 30,1977, 
and requests waiver of the Commission's 
thirty day notice requirement to make 
July 1. 1977. the effective date of the 
cancellation. 

Public notice of the filing was Issued 
on June 10, 1977. On June 22. 1977, a 
% petition to intervene and protest was 
timely filed by the Municipal Customer 
Qfoup (Municipals), 1 wholesale prefer¬ 
ence customers of the Southwestern 
Power Administration. Municipals con¬ 
tend that their entire power supply is 
supplied by one of the rate schedules 
being sought to be cancelled herein, and 
that no new contractual arrangements 
have been finalized for service between 
PSCO. OG&E. and SWPA. The Munici¬ 
pals therefore seek a Commission order 
continuing the terms of the present con¬ 
tract until a new contractual arrange¬ 
ment may be accepted by the Commis¬ 
sion. Municipals state that they are com¬ 
pletely dependent on the power service 
provided under the present contract, and 
that a serious hazard to the safety, health 
and welfare of their respective communi¬ 
ties is posed by its threatened termina¬ 
tion. 

On June 27, 1977. PSCO filed an an¬ 
swer to the petition to intervene and 
protest contending that Municipals were 
not totally dependent upon SPA since 
two of the cities receive a portion of 
their power from OG&E, and that this 
Commission lacks authority to extend 
the terms of the present contract beyond 
the five month suspension period pro¬ 
vided under Section 205(e) of the Fed¬ 
eral Power Act. 

Commission review of the proposed 
cancellations indicates that they have 
not been shown to be just and reasonable 


1 The Municipal Customer Group petition¬ 
ing to intervene herein consist* of the fol¬ 
lowing cities: Clarksville and Paris. Arkan¬ 
sas; Comanche. Copan. Duncan. Eldorado. 
Ooldtry. Granite. Hominy. Lexington. Monl- 
tou, Olustee. Purcell. Ryan. Bklatook. Sptro. 
Walters. Wetumka, and Yale. Oklahoma. 


and may be unjust, unreasonable, un¬ 
duly discriminatory, preferential, or 
otherwise unlawful. Accordingly, the 
Commission shall accept for filing the 
proposed notices of cancellation, suspend 
their effectiveness for five months and 
establish expedited hearing procedures 
to determine whether service may be ter¬ 
minated consistent with Sections 205 and 
206 of the Federal Power Act. 

The Commission finds: (1) Good cause 
exists to accept PSCO’s notices of can¬ 
cellation Jor filing and suspend their ef¬ 
fectiveness for five months and estab¬ 
lish hearing procedures. 

(2) Good cause exists to grant inter¬ 
vention to the Municipals in this pro¬ 
ceeding. 

The Commission orders: (A) Pursuant 
to the authority of the Federal Power 
Act. particularly Sections 205 and 206 
thereof, and the Commission's Rules and 
Regulations, an expedited public hearing 
shall be held concerning the Justness 
and reasonableness of PSCO’s service 
termination. 

<B) Pending a hearing and final de¬ 
cision thereon. PSCO’s submittals are 
hereby accepted for filing and suspended 
for five months, until December 1, 1977. 

(C) Municipals are hereby permitted 
to intervene in this proceeding, subject 
to the Rules and Regulations of the 
Commission: Provided. however . That 
participation of such intervenors shall 
be limited to matters set forth in the 
petition to intervene; and Provided, fur¬ 
ther. That the admission of such inter¬ 
venors shall not be construed as recog¬ 
nition by the Commission that they 
might be aggrieved because of any order 
or orders of the Commission entered in 
this proceeding. 

(D> The Secretary shall cause prompt 
publication of this order to be made in 
the Federal Register. 

By the Commission. 

Kenneth F. Plumb, 
Secretary. 

(FR Doc.77-19500 Piled 7-7-77;8:45 am| 


(Docket No. ER76-87 J 

SIERRA PACIFIC POWER CO. 

Order Approving Settlement 

June 30.1977. 

On March 7, 1977. the Presiding Ad¬ 
ministrative Law Judge in this proceed¬ 
ing certified to the Commission a pro¬ 
posed Settlement Agreement, together 
with a portion of the evidentiary record 
and a Statement of Position submitted 
by Sierra Pacific Power Company (Si¬ 
erra) regarding the proposed fuel ad¬ 
justment clause. The Commission finds 
that the Settlement Agreement Is in the 
public interest and accepts and approves 
it as hereinafter ordered and condi¬ 
tioned. 

Proceedings in this docket were initi¬ 
ated on August 22. 1975. when Sierra 
submitted for filing proposed changes in 
its Rate Schedule R and a revised fuel 
adjustment clause, which together would 


Increase revenues from 8ierra's whole¬ 
sale customers by approximately $716,- 
132. Sierra’s filing also proposed to 
transfer to Rate Schedule R service to 
one of its wholesale customers, ML 
Wheeler Powder. Inc. <Mt. Wheeler), to 
reflect the fact that Mt. Wheeler has 
been Integrated with Sierra's system ns 
of August 1975, when construction of 
a 230 kv transmission line was com¬ 
pleted. 

Certain deficiencies in Sierra's August 
22, 1975, filing were cured in Its amended 
filing submitted October 29. 1975. By 
order Issued November 25.1975, the Com¬ 
mission permitted Sierra's rate change to 
become effective as of December 29.1975, 
subject to refund. Effective the same 
date. Sierra was allowed to place service 
to Mt. Wheeler under its Rate Schedule 
R. The order then set the entire filing 
for hearing. In addition, the order per¬ 
mitted the interventions of California- 
Pacific Utilities Company (Cal-Pac); ML 
Wheeler: Pacific Gas and Electric Com¬ 
pany (PG&E); the City of Fallon. Nevada 
(Fallon); the Truckee-Donner Public 
Utility District (Truckee-Donner): and 
the Public Sendee Commission of Nevada 
(Nevada). The late intervention of the 
Secretary of the Navy was granted by 
order issued June 8. 1976. 

As a result of informal settlement con¬ 
ferences among the parties, a proposed 
Settlement Agreement 1 was submitted 
and received into evidence at a hearing 
held December 20. 1976 (Tr. 4:109-110). 
The proposed Agreement would modify 
certain portions of the Company’s tariff 
and provide that Sierra would withdraw 
its rate Increase application in this 
docket and make the requisite refunds. 
Service to Mt. Wheeler would remain 
under Rate Schedule R (Tr. 4:105-106) 
but. together with service to the Com¬ 
pany's other wholesale customers, would 
be priced at the Schedule R rate pre¬ 
viously approved in Docket No. E-8224. 

The proposed Agreement does not re¬ 
solve the issue of whether it is proper 
for Sierra to transfer Mt. Wheeler to 
Rate Schedule R. the schedule under 
which Sierra’s other wholesale customers 
are served, and. if so. whether ML 
Wheeler is entitled to a high voltage dis¬ 
count. Although all parties concurred in 
certifying the proposed settlement to the 
Commission. Mt. Wheeler believes the 
reservation of Issues as set forth in the 
Agreement is too narrowly drawn. ML 
Wheeler’s suggested wording of the reser¬ 
vation includes a series of alleged facts 
relating to the "right and/or reasonable¬ 
ness of ML Wheeler Power. Inc. being 
treated specially and separately for rate 
making purposes • • # V 

We find that, despite the shifts in 
emphasis attending the different descrip¬ 
tions of the reserved issues, there is no 
real difference in the nature of the issues 
they describe. However worded, the issue 


> The Agreement wax executed by Sierra 
Ulon. Truckee-Donner, Cal-Pac. PGAE. ana 

.« Navy, but not by Mt. Wheeler._ 

»Letter dated October 23, 1976. to Presiding 
imlnlstraUw Law Judge KaneII. pages 2-J 
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is whether Sierra’s proposed rates to ML 
Wheeler, filed under Section 205 of the 
Federal Power Act. are Just and reason-' 
able or whether they would unduly preju¬ 
dice or disadvantage Mt. Wheeler. An In¬ 
vestigation of this type was in fact the 
subject of a hearing In this docket, and 
the Initial Decision therein, issued March 
28. 1077, is currently pending review by 
the Commission. 

On the same date on which the pro¬ 
posed Settlement Agreement was sub¬ 
mitted for inclusion in the record. Sierra 
circulated a modification to its fuel ad¬ 
justment clause <Tr. 4:107-108). The 
mo dific ati on was Intended to bring the 
fuel clause into compliance with Order 
No. 517* In light of their Inability to 
examine the changes prior to the hear¬ 
ing, some of the parties reserved the right 
to object to the modified fuel clause after 
sufficient time for review thereof <Tr. 
4:109. 111). 

Tne parties subsequently convened an 
Informal settlement conference to resolve 
any objections to Sierra s amended fuel 
clause. On February 28, 1977, Sierra sub¬ 
mitted a Statement of Position to which 
was attached a revised fuel adjustment 
clause reflecting the pricing of genera¬ 
tion and Interchange fuel costs based on 
a one-month operating period and re¬ 
flecting average actual costs in that 
period. Also attached to Sierra’s State¬ 
ment were the parties’ responses to 
Sierra’s earlier proffering of alternate 
proposals for pricing fuel costs: (1) a 
price based on a twelve-month operating 
period and reflecting average costs ex¬ 
perienced during the last month of the 
operating period: (2) the one month 
operating period alternative which Sierra 
subsequently submitted as it settlement 
oiler. 

Comments In support of the first alter¬ 
native were filed by PG&E. Comments in 
favor of the second alternative were re¬ 
ceived from the Commission Staff, the 
Department of the Navy. Truckee-Don- 
nor, and Fallon. Mt. Wheeler submitted a 
statement that, whUe it believed that for 
the other wholesale customers the second 
alternative was proper as written, a num¬ 
ber of amendments to the clause would 
nave to bo made before Mt. Wheeler could 
agree to it. 

Mt Wheeler posits three objections to 
the application to It of the second (al¬ 
ternative) fuel clause. First, Mt. 
Wheeler argues that the base energy cost 
of Sierra's clause would be equivalent to 
the energy C06t contained in the effective 
Schedule R rate. But Mt. Wheeler’s posi¬ 
tion is that it should be billed under the 
separate Schedule R-2 and that there¬ 
of any fuel ******* applied to Mt/ 
•v heeler should contain a base energy 
cost equivalent to the energy cost of the 
*w rate. 

Mt. Wheeler's second objection is that 
jhcre should be a different loss factor at- 
tnbmable to it than to the other whole- 
customer*, because Mt. Wheeler 
ltli service at 230 kv while the other 
*no.e$ale customers receive service at 

‘52 Kpc 1304 (1074). 


69 kv or lower. Consequently, service to 
the other customer* has different loss 
factor characteristics than service to Mt. 
Wheeler. 

Finally, Mt. Wheeler argues that, to 
the extent its purchases from 8ierra are 
intermittent, under the Company’s fuel 
clause there will be a lack of synchroni¬ 
zation between the fuel costs which Mt. 
Wheeler helps create and the fuel costs 
for which it would be billed. This Is be¬ 
cause the clause bills fuel costs for one 
month using the actual average cost ex¬ 
perienced in the previous month To al¬ 
leviate the synchronization problem Ml. 
Wheeler recommends use of a “self-cor¬ 
recting” fuel clause which retroactively 
accounts for and bills the actual fuel 
costs each customer causes Sierra to 
incur. 

The pertinence of Mt. Wheeler’s first 
objection, regarding the proper base en¬ 
ergy cost, rests on the resolution of which 
rate schedule, R or R-2, Is properly ap¬ 
plicable to Mt. Wheeler. According to the 
Agreement this question was a reserved 
issue, and the Initial Decision thereon is 
currently pending review by the Com¬ 
mission. The Commission’s order of No¬ 
vember 25. 1975, which suspended Si¬ 
erra’s filing in this docket and provided 
for a hearing, permitted service to Mt. 
Wheeler to be placed under Schedule R. 
subject to refund. The proposed Agree¬ 
ment would keep Mt. Wheeler under 
Schedule R. At least until the Commis¬ 
sion issues its opinion reviewing the Ini¬ 
tial Decision, therefore, service to Mt. 
Wheeler remains under Schedule R. Ac¬ 
cordingly, the base energy cost In the 
proposed fuel clause to be applied to Mt. 
Wheeler is correctly derived. Should the 
Commission ultimately decide to restore 
Mt. Wheeler’s separate R-2 rate sched¬ 
ule. then the fuel clause applicable to 
Mt. Wheeler, including the base energy 
cost and the loss factor components, 
would be coordinated with the under¬ 
lying Rr-2 rate. 

Mt. Wheeler's objection to its loss fac¬ 
tor under the proposed settlement Is also 
tied to the determination of the applica¬ 
ble rate schedule Sierra’s premise in 
placing Mt. Wheeler on Schedule R is 
that construction of the 230 kv trans¬ 
mission line served to integrate Mt. 
Wheeler with Sierra’s system.* While Mt. 
Wheeler remains under Schedule R. 
transmission plant costs and line losses 


• In Sierra Pacific Power Company, 62 FPC 
355 (1974) <dpinIon No. 702). the Commis¬ 
sion held that, after sierra had placed Into 
service the 230 kv transmission line which 
would connect Mt. Wheeler with Sierra’s 

main system. Sierra should undertake a re¬ 
view of Its cost of serving all of Its wholesale 
customers, including Mt Wheeler, to deter¬ 
mine whether Mt. Wheeler should be placed 
on the same rate schedule as the other whole¬ 
sale customers (53 FPC 363). In 81erra Pa¬ 
cific Power Company, Opinion No. 730, Is¬ 
sued May 15. 1075, In Docket No E-8224. the 
Commission cited Its holding In Opinion No 
702 and affirmed the finding of the Initial 
Decision that Sierras wholesale mte filing 
was still Inapplicable to Mt Wheeler The 
230 kv line was subsequently placed into serv¬ 
ice in August 1975 


are allocated to It in the same manner as 
to the other wholesale customers. Sierra 
rolls in the transmission plant and the 
line losses and assigns cost responsibility 
to each wholesale customer according to 
the customer’s energy allocator. 

Mt. Wheeler’s objection concerning 
the lack of synchronization between ac¬ 
tual and billed fuel costs has been ad¬ 
dressed by the Commission. In Opinion 
No. 790 * we quote the following language 
from Opinion No. 633: • 

Wo would observe in this connection that 
while every fuel adjustment clause should 
be designed to produce as nearly aa practica¬ 
ble a mirror image of the cost of fuel upon 
the price of energy which U delivered by an 
electric utility, we must expect ripples In 
that reflection Because of the time factor in¬ 
volved in gathering and assimilating data, 
expressing the number of dollars fcpent for 
gallons of oU or tons of coal In terms of dol¬ 
lars per kilowatt hour, and mailing and col¬ 
lecting the resulting billing!. there must be 
Home imprecision in matching fuel expense 
dollars with delivered enery revenue dollars 
for any given date or any given period of 
time. (Footnote omitted.) 

The effect of the lack of synchroniza¬ 
tion on billings to an intermittent pur¬ 
chaser Is different only In degree from 
the effect on billings to a non-intermit- 
tent customer. In both instances, the ac¬ 
tual average per-kwh fuel cost for the 
month Will not necessarily be equivalent 
to the per-kwh fuel cost billed in the same 
month. Any increase or decrease (or ter¬ 
mination) in the kwhs purchased by a 
customer from month to month will pre¬ 
vent the recovery from that customer of 
the precise amount of past fuel costs 
which the customer caused the company 
to incur. As has been reiterated in Opin¬ 
ion No. 790/ this imprecision is not fatal 
to the propriety of the fuel clause. 

81erra is of course free to file in some 
future proceeding a fuel clause modified 
along the lines recommended by ML 
Wheeler. In this proceeding, however, 
the proposed Settlement Agreement sub¬ 
mitted by Sierra contains a fuel adjust¬ 
ment clause which bills the actual aver¬ 
age fuel costs of the preceding month. 
Mt. Wheeler has itself conceded that the 
settlement fuel clause Js in conformity 
with Order No. 517/ and we have found 
unpersuasive Its argument that the cost- 
billing synchronization problem. In com¬ 
bination with an Intermittent purchase 
pattern entitles Mt. Wheeler to a sep¬ 
arate and modified fuel clause. We reach 
this conclusion regardless of whether Mt. 
Wheeler may ultimately be placed under 
Schedule R or Schedule Rr-2. 

We find that the settlement fuel clause 
proposed by 8ierra and supported by 


•Public Service Company of New Hamp¬ 
shire. issued March 21. 1977. In Docket No. 
ER76-285; slip opinion at II. 

•New England Power Company. 48 FPC 
899. 908-00 (1972). 

1 Silo opinion at 11. 

•Letter dated February 12, 1977. from ML 
Wheeler** counsel to Judge Kanell. at page 
1. This letter la attached to Sierra’s State¬ 
ment of Position, dated February 28. 1977, 
which was certified to the Commission on 
March 7. 1977. along with the proposed Set¬ 
tlement Agreement 
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all the parties except PO&E* * and Mt. 
Wheeler Is in conformance with Order 
No. 517 and should be approved. We fur¬ 
ther find that the settlement fuel clause 
is applicable to Mt. Wheeler as well as to 
the'othcr wholesale customers. As we 
have stated, supra, Mt. Wheeler's argu¬ 
ment regarding the synchronization 
problem is unpersuasive, and it s objec¬ 
tions concerning the proper base energy 
cost and the proper loss factor are moot 
for so long as Mt. Wheeler is served 
under Schedule R. 

Public notice of the filing and certifi¬ 
cation of the proposed Settlement Agree¬ 
ment was issued on March 19, 1977, with 
comments thereon due on or before April 
9. 1977. On April 7, 1977. the Department 
of the Naw filed comments in support 
of the settlement and the alternative 
fuel clause proposed bv Sierra. In com¬ 
ments filed April 8. 1977, the Commis¬ 
sion Staff supported the settlement and 
the alternative fuel clause and agreed 
that the fuel clause should apply to Mt. 
Wheeler. Late comments filed on April 
12. 1977, by Truckee-Donner called at¬ 
tention to a typographical error tn the 
Settlement Agreement. - 

Based on our review of the record in 
these proceedings, including the Settle¬ 
ment Agreement itself and Sierra's 
Statement of Position on the fuel clause 
(with attached comments of the other 
parties), we conclude that the Settle¬ 
ment Agreement represents a reasonable 
resolution, in the public interest, of the 
issues in the proceeding (with the excep¬ 
tion of the reserved issues), and that 
accordingly the settlement should be 
apDroved. 

The Commission finds: The proposed 
Settlement Agreement submitted to the 
Commission tn this docket should be 
approved and made effective, as herein¬ 
after ordered. 

The Commission orders: (A) The Set¬ 
tlement Agreement certified to the Com¬ 
mission on March 7. 1977, bv the Presid¬ 
ing Administrative Law Judge in these 
proceedings Is herebv accepted, incorpo¬ 
rated herein bv reference and approved 
sublect to the following conditions. 

(B) Sierra shall file within 30 days of 
the Issuance of this order revised tariff 
sheets in conformance with the settle¬ 
ment agreement and the revised fuel 
clause included as Attachment B to 
Sierra's Statement of Position filed Feb¬ 
ruary 28. 1977. 

(C) Within 30 days after the settle¬ 
ment tariff sheets are accepted for filing. 
Sierra shall refund amounts collected 
in excess of the settlement rates with 
interest computed at 9% per annum. 


• P04E supported the first alternative fuel 
clause in a one-sentence comment which 
gave no elaboration of its position See letter 
dated February 16. 1977. from PO&E’a coun¬ 
sel to Sierra's counsel. This letter Is also 
attached to Sierra's Statement of Position, 
op. cit 

* Page 4. pagaraph 6, line 7 should contain 
the date December 29, 1976. the date from 
which refunds are to be computed 


<D) Within 15 days after refunds have 
been made. Sierra shall file with the 
Commission a compliance report showing 
monthly billing determinants and reve¬ 
nues under prior, present and settlement 
rates: the monthly revenue refund: and 
the monthly interest computation to¬ 
gether with a summary of such informa¬ 
tion for the total refund period. A copy 
of such report shall also be furnished 
to each State Commission within whose 
Jurisdiction the wholesale customers dis¬ 
tribute and sell electric energy at retail. 

(E> This order is without prejudice 
to any findings or orders which have 
been made or which will hereafter be 
made by the Commission, and is without 
prejudice to any claims or contentions 
which may be made by the Commission, 
its staff, or any party or person affected 
by this order, in any proceeding now 
pending or hereafter instituted by or 
against Sierra or any person or party. 

<F» The Secretary shall cause prompt 
publication of this order in the Federal 
Register. 

By the Commission. 

Kenneth F. Plumb. 

Secretary. 

|FR Doc.77-19499 Piled 7-7-77:8:45 am) 


1 Docket No. CI77 2981 

TENNECO INC.; AMOCO PRODUCTION 
CO.. ET AL 

Extension of Time 

June 30. 1977. 

On June 24, 1977, Tenneco Inc. (Ten¬ 
neco) filed a motion to extend the time 
within which to file its direct testimony 
and evidence as required by Commission 
Order issued June 6, 1977. in the above 
Indicated proceeding. In support of Us 
request. Tenneco states that the second 
and final supplement to its Petition for 
Declaratory Order, filed February 28, 
1977. will be filed by July 1.1977. and will 
list producers who previously had not 
been named respondents in this proceed¬ 
ing. 

Tenneco submits that an extension of 
time will enable the Commission to no¬ 
tice all parties involved and allow Ten¬ 
neco to avoid piecemeal filing of testi¬ 
mony and evidence. 

Upon consideration, notice is hereby 
given that the procedural dates set by 
the June 8. 1977, Order In the above pro¬ 
ceeding are extended as follows: 

Filing of direct testimony and evidence by 
Tenneco Inc. On or before August 13, 1977. 
Filing of direct testimony and evidence by 
respondent* On or before September 2. 
1977. 

Pre-hearing conference at 10 A M. B.D.T. In 
in a hearing room of the Federal Power 
Commission. 825 North Capitol Street NE., 

Washington. DC. 20426 September 27. 
1977. 

Kenneth F. Plumb, 

Secretary . 

|PR Doc.77-19439 Piled 7-7-77:0:45 am| 


(Docket Noe. RP73 114. RP74-24 and RP74-73 

(POA77-3) (DCA77-2) (R&D77-2) | 

TENNESSEE GAS PIPELINE CO. 

Order Accepting Rate Filing Under Tariff 
Rate Adjustment Provisions 

June 30. 1977. 

On May 10, 1977. Tennessee Gas Pipe¬ 
line Company (Tennessee), a division of 
Tenneco, Inc., tendered for filing pro¬ 
posed tariff sheets 1 reflecting rate ad¬ 
justments under the purchased gas 
(PGA), curtailment demand charge 
credit, and research and development 
<R&D> provisions in the General Terms 
and Conditions of Its FPC Gas Tariff. 
The proposed effective date Is July 1, 
1977. Notice of the filing was Issued on 
June 8, 1977. providing for protests and 
petitions to intervene to be filed on or 
before June 22. 1977. None has been re¬ 
ceived. The Commission shall accept the 
filing and permit It to become effective 
on July 1. 1977. However, the portion of 
the filing reflecting increased R&D ex¬ 
penditures will be collected subject to 
refund, as provided in Tennessee's tariff, 
and subject to the outcome of the pro¬ 
ceedings in Docket Nos. RP75-13, RP75- 
113. and RP77-62. 

The proposed rate filings include three 
separate tracking adjustments: (1) a 
POA rate increase of 6.44 cents per Mcf 
to track both increased gas costs of 5.71 
cents per Mcf or $63.05 million per year 
and an increase of 0.73 cents recoupping 
the balance in Tennessee's Unrecovered 
Purchase Gas Cost Account; (2) curtail¬ 
ment credit rate decreases of 0.79 cents 
per Mcf to 2.14 cents per Mcf; and (3) a 
rate Increase of 0.08 cents per Mcf or 
$921,060 to update R&D expenditures 
through March 31. 1977. 

Included in Tennessee's PGA sur¬ 
charge is 0.14 cents per Mcf to recoup 
$741,229 in its deferred account that 
Is the amount by which the costs of Ten¬ 
nessee’s purchases under the Emergency 
Natural Gas Act of 1977A (Pub. L. 
95-2) 91 Stat. 4 (1977) exceed its average 
system gas costs. Under Order No. 7 of 
the Administrator in Docket No. E77-92. 
Tennessee is authorized to seek Commis¬ 
sion approval to recover these additional 
costs through its PGA provision, as its 
purchases under the Emergency Act are 
less than two percent of its total pur¬ 
chases, 18 CFR 1000.9(e)(1). The Com¬ 
mission will grant this request and per¬ 
mit recovery in the POA surcharge ac¬ 
cepted here. 

The Commission finds that the pro¬ 
posed rate adjustments, with the excep¬ 
tion of the 0.08 cents per Mcf RLD rate 
increase, have been shown to be just and 
reasonable. The proposed R&D rate ad¬ 
justment has not been shown to be Just 
and reasonable and may be unjust, un¬ 
reasonable and discriminatory. However. 


• Substitute Seventeenth Revised 8heet 
Nos. 12A and 12B to Tennessee's FPC Oas 
Tariff. Ninth Revised Volume No. 1. 
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the R&D provision in Tennessee’s tariff * 
provides that adjustments are not sub¬ 
ject to suspension but become effective 
subject to refund of any portion found 
unjustified after hearing and final de¬ 
cision. Tennessee's RAD projects and ex- 
jxmditures are already a subject in the 
proceedings in Docket Nos. RP75-13, 
RP75-113 and RP77-62. Refunds of the 
amounts collected to recoup those ex¬ 
penditures may be ordered at the conclu¬ 
sion of those proceedings. Therefore, the 
proposed rates will be accepted for filing 
and permitted to become effective on 
July 1, 1977. as proposed. 

The Commission orders: (A) Substi¬ 
tute Seventeenth Revised Sheet Nos. 12A 
and 12B to Ninth Revised Volume No. 1 
of Tennessee’s FPC Oas Tariff, as ten¬ 
dered by Tennessee on May 16. 1977. ore 
hereby accepted for filing and permitted 
to become effective on July 1. 1977. 

<B) To the extent that the rates ac¬ 
cepted here reflect charges attributable 
to RAD expenditures by Tennessee, these 
rates shall be collected subject to refund, 
with interest, upon conclusion of the pro¬ 
ceedings in Docket Nos. RP75-13, RP75- 
113, or RP77-62. 

<C) The Secretary shall cause prompt 
publication of this order to be made 
m the Federal Register. 

By the Commission. 

Kenneth F. Plumb. 

Secretary. 

| PR Doc.77-19501 Filed 7-7-77;8:45 am) 


(Docket No. RI77-881 

TEXAS ENERGIES, INC. 

Petition for Special Relief 

Juxr 29. 1977. 

Take notice that on May 23. 1977. 
Texas Energies. Inc. <Texas Energies). 
P.O. Box 9317. Amarillo, Texas, filed a 
jx-tltion for special relief In Docket No. 
H177-88 pursuant to Section 2.76 of the 
Commission’s General Policy and Inter¬ 
pretations (18 CFR 2.76 K 

Texas Energies, a small producer, seeks 
authorization to charge $1 per Mcf at 
14.65 psia for gas produced from its well, 
the L. A. Ward Unit, in Harper County, 
Oklahoma (Section 2, Township 25 
North. Range 25 West). The well is pres¬ 
ently shut in because of not being able 
to produce. The gas Is dedicated to Colo¬ 
rado Interstate Gas Company and Mich¬ 
igan Wisconsin Pipeline Company at a 
present price of 21 cents per Mcf. Appli¬ 
cant proposes to rework the well and 
install artificial lift and compression 
equipment. Applicant estimates 800.000 
Mcf of gas could be produced from this 
well. 

Any person desiring to be heard or 
to make any protest with reference to 
said petition should on or before July 
19. 1977, file with the Federal Power 
Commission, Washington. D.C. 20426, a 


* Article XXV of the General Term* and 
Conditions to Tennessee* FPC Oaa Tariff, 
Ninth Revised Volume No. 1. 


petition to intervene or a protest in ac¬ 
cordance with the requirements of the 
Commission’s Rules of Practice and Pro¬ 
cedure (18 CFR 18 or 1.10). All protests 
filed with the Commission will be consid¬ 
ered by it in determining the appropriate 
action to be taken but will not serve to 
make the protestants parties to the 
proceeding. Any party wishing to become 
a party to a proceeding, or to participate 
as a party in any hearing therein, must 
file a petition to intervene In accordance 
with the Commission’s Rules. 

Kenneth F. Plumb. 

Secretary. 

|FR Doc. 77-19441 Filed 7-7-77:8:45am ( 


| Docket No. CP77-451J 

TEXAS GAS TRANSMISSION CORP. 

Application 

June 29,1977. 

Take notice that on June 20.1977. Tex¬ 
as Gas Transmission Corporation (Appli¬ 
cant), P O. Box 1160, Owensboro, Ken¬ 
tucky 42301. filed in Docket No. CP77- 
451 an application pursuant to Section 
7(c) of the Natural Gas Act and Sec¬ 
tion 2.79 of the Commission’s General 
Policy and Interpretation (18 CFR 2.79) 
for a certificate of public convenience 
and necessity authorizing the trans¬ 
portation of up to 2,304 Mcf of natural 
gas per day, on an interruptible basis, 
for Martin-Merietta Aluminum, Inc. 
(Martin-Marietta), an existing indus¬ 
trial customer of Western Kentucky Gas 
Company (Western Kentucky), one of 
the Applicout'5 resale customers, all as 
more fully set forth in the application 
which is on file with the Commission and 
open to public inspection. 

Applicant seeks authorization to trans¬ 
port for 2 years up to 2,304 Mcf of natu¬ 
ral gas per day. on an interruptible basis, 
for Martin-Marietta pursuant to a trans¬ 
portation agreement dated May 27, 1977, 
between Applicant and Martin-Marietta. 

It is stated that Martin-Marietta has 
entered into a contract with Equitable 
Petroleum Corporation (Equitable), for 
the purchase of volumes of natural gas 
to be produced from certain leasehold In¬ 
terests presently owned or controlled by 
Equitable In Bayou Biloxi Field. St. Ber¬ 
nard Parish, Louisiana. It Is indicated 
that Martin-Marietta w r ould pay Equita¬ 
ble commencing with the first day of de¬ 
livery of natural gas. a price of $2.18 per 
Mcf, and that the price would continue 
for the next 364 days. It is further stated 
that thereafter and for the next 365 days 
the price in effect would be $2.33 per Mcf. 

Applicant states that such gas would 
be delivered to It by Tennessee Gas Pipe¬ 
line Company, a Division of Tenneco 
Inc. (Tennessee), through a dispatch¬ 
ing arrangement at the tailgate of the 
Champlln Gasoline Plant. Panola Coun¬ 
ty, Texas, and that applicant would si¬ 
multaneously redeliver volumes of natu¬ 
ral gas up to 2.304 Mcf per day at 14.73 
psia to an existing point of delivery with 
Western Kentucky for the account of 
Martin-Marietta. In no event would Ap¬ 


plicant be obligated to deliver on any 
day an aggregate amount of more than 
the Contract Demand of 94.043 Mcf of 
natural gas at 14.73 psia through all 
points of delivery of Applicant to West¬ 
ern Kentucky in Applicant's Zone 3. It is 
said. It Is stated that Western Kentucky 
has available capacity and has agreed 
to accept the volumes of gas to be trans¬ 
ported and delivered by Applicant to 
Western Kentucky. It is indicated that 
no new facilities are necessary to ef¬ 
fectuate the proposed transportation 
service. 

Applicant states that it would retain 
5.27 percent above the delivered volumes 
as make ud for compressor fuel and 
line loss, which percentage was calculated 
on an incremental basis for pipeline 
throughput to and within the rate zone 
In which the delivery by Applicant would 
be made. i.e.. Zone 3. Applicant further 
states that it would also charge Martin- 
Marietta an initial charge of 17.81 cents 
per Mcf (at 14.73 psia> for all quanti¬ 
ties of gas transported and delivered to 
Western Kentucky for the account of 
Martin-Marietta, 

It is indicated that all of the volumes 
of gas proposed to be transported to 
Western Kentucky for delivery to Mar¬ 
tin-Marietta at Its Lewlsport, Kentucky 
plant would be used for plant protection 
and process needs, which would be clas¬ 
sified as Priority 2 uses. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before July 11. 
1977, file with the Federal Power Com¬ 
mission. Washington. D.C. 20426. a peti¬ 
tion to intervene or a protest in accord¬ 
ance with the requirements of the Com¬ 
mission’s Rules of Practice and Pro¬ 
cedure (18 CFR 1.8 or 1.10) and the Reg¬ 
ulations under the Natural Gas Act < 18 
CFR 157.10). All protests filed with the 
Commission will be considered by It in 
determining the appropriate action to be 
taken but will not serve to make the pro¬ 
testants parties to the proceed ng. Any 
person wishing to become a party to a 
proceeding or to participate as a party 
in any hearing therein must flic a peti¬ 
tion to intervene in accordance with the 
Commission's Rules. 

Take further notice that, pursuant to 
the authority contained in and subject 
to the jurisdiction conferred upon the 
Federal Power Commission by Sections 
7 and 15 of the Natural Gas Act and the 
Commission's Rules of Practice and Pro¬ 
cedure. a hearing will be held without 
further notice before the Commission on 
this application If no petition to Inter¬ 
vene is filed within the time required 
herein, if the Commission on Its own 
review* of the matter finds that a grant 
of the certificate is required by the pub¬ 
lic convenience and necessity If a peti¬ 
tion for leave to intervene Is timely filed, 
or if the Commission on Its own motion 
believes that a formal hearing is re¬ 
quired. further notice of such hearing 
will be duly given. 

Under the procedure herein provided 
for. unless otherwise advised, it will be 
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unnecessary for Applicant to appear or 
be represented at the hearings. 

Kenneth F. Plumb, 

Secretary. 

|FR Doe 77-19435 Piled 7-7-77:8 :45 &m| 


| Docket No CP77-452J 

transcontinental gas pipe une 

CORP. 

Application 

June 29. 1977. 

Take notice that on June 21. 1977. 
Transcontinental Oas Pioe Line Corpo¬ 
ration (Applicant*.P.O. Box 1396. Hous¬ 
ton Texas 77001. filed In Docket No. 
CP77-452 an application pursuant to 
Section 7 of the Natural Gas Act and 
Section 2.79 of the Commission 's Ge neral 
Policy and Interpretations (18 CFR 2.79 > 
for a certificate of public convenience 
and necessity authorizing the transpor¬ 
tation of up to 750 Mcf of natural gas 
per day on an interruptible basis for 
Collins & Aik man Corporation (Collins), 
Crown Aluminum. Division of Hunter- 
Douglas. Inc. (Crown* and Davsco. Inc. 

(Davsco •. industrial cuslomers of Public 
8ervi^e Company of North Carolina, Inc. 
<PSNC>. all as more fully set forth in 
the application which is on file with 
the Commission and open to public In¬ 
spection. 

Applicant seeks authorization to trans¬ 
port the proposed volumes of natural 
gas for Collins, Davsco. and Crown on 
an interruptible basis pursuant to trans¬ 
portation agreement* each dated Anril 
15. 1977 between Applicant and Collins, 
and Davsco, severally, for a period of two 
years. 

It is stated that Collins. Crown and 
Davsco have purchased from Samednn 
Oil Corporation (Samedan) up to 750 
Mcf of natural gas per day (at 15.65 
psia> of gas to be produced from the 
Carl Unit No. 1. Bee County. Texas. It 
is Indicated that Collins, Crown and 
Davsco would pay Samedan for ail gas 
delivered $2.25 per million Btu's (at 14.65 
peia>. and that they would also pay 
Samedan 8.4 cent* t>er Mcf for gather¬ 
ing and transporting gas to delivery 
point. 

Applicant states that Collins. Crown 
and Davsco would arrange to have such 
Quantities delivered to United Oas Pipe 
Line Company (United) and United 
would deliver the gas to Applicant at 
mutually agreeable authorized exchange 
points between Applicant and United. 
Applicant further states that it would 
redeliver the transportation volumes ex¬ 
isting points of delivery to PSNC for the 
accounts of Collins. Crown and Davsco. 
and that PSNC would transport the sub¬ 
ject gas to Collins* and Crown’s Roxbora, 
North Carolina plants and to Davsco’s 
Gastonia. North Carolina plant. 

It is Indicated that the volumes of gas 
proposed to be transported and delivered 
to Collins. Crown and Davsco would be 
used for Priority 2 uses and that there is 
no other alternate fuel for use at these 
plants. 

Applicant states that it would charge 
Collins. Crown and Davsco 29.8 cents per 


Dekatherm (dt) for all quantities deliv¬ 
ered pursuant to their respective trans¬ 
portation agreements, and that this rate 
Is applicable to similar transportation 
services providing for deliveries In its 
Rate Zone 2. Applicant further states 
that it would retain, initially. 3 8 percent 
of the quantities received for transporta¬ 
tion as make-up for compressor fuel and 
lmo loss, and that this percentage is 
based on Applicant's "company use" 
factor for pipeline throughput to and 
within its Rate Zone 2 in which the pro¬ 
posed transportation deliveries would be 
made. 

Any person desiring to be heard 
or to make any protest with ref¬ 
erence to said application should 
on or before July 11. 1977. file 

with the Federal Power Commission, 
Washington. D.C. 20426. a petition to 
intervene or a protest in accordance w1th 
the reouirements of the Commission's 
Rules of Practice and Procedure (18 CFR 
1.8 or 1.10) and the Regulations under 
the Natural Gas Act (18 CFR 157.10). All 
protests filed with the Commission will be 
considered by It in determining the ap¬ 
propriate action to be taken but will not 
serve to make the protestants parties to 
the proceeding. Any persen wishing to 
become a party to a proceeding or to par¬ 
ticipate as a partv in anv hearing therein 
must file a petition to intervene in ac¬ 
cordance with the Commission's Rules. 

Take further notice that, pursuant to 
the authority contained in and subject 
to the Jurisdiction conferred upon the 
Federal Power Commission by Sections 
7 and 15 of the Natural Gas Act and the 
Commission's Rules of Practice and Pro¬ 
cedure. a hearing will be held without 
further notice before the Commission on 
this application if no petition to inter¬ 
vene Is filed within the time required 
herein, if the Commission on Its own 
review of the matter finds that a grant of 
the certificate is required by the public 
convenience and necessity. If a petition 
for leave to intervene is timely filed, or if 
the Commission on its own motion be¬ 
lieves that a formal hearing is required, 
further notice of such hearing will be 
duly given. 

Under the procedure herein provided 
for. unless otherwise advised, it will be 
unnecessary for Applicant to appear or 
be represented at the hearing. 

Kenneth F. Plumb, 

Secretary. 

|FR Doc.77-19436 Filed 7-7-77.8:45 am) 


[Docket No. RM77-20| 

ASSOCIATED GAS DISTRIBUTORS 

Petition for Notice of Proposed Rulemaking 
Concerning Pipeline Transportation 

June 28,1977. 

Take notice that on May 12, 1977. As¬ 
sociated Gas Distributors (Petitioners or 
AGD) * filed In Docket No. RM77-20 a 


1 The members of AGD Joining in thU peti¬ 
tion are designated on Appendix A of tht* 
notice 


petition pursuant to Section 1.7 of the 
Commission's Rules of Practice and Pro¬ 
cedure 18 C-FJt. 11.7 and Sections 5. 7 
and 16 of the Natural Gas Act, request¬ 
ing the Commission to Issue a notice of 
proposed rulemaking concerning the 
transportation, by interstate pipelines, of 
gas not owned by the transporting pipe¬ 
line cnon-system gas). 

AGD's petition identifies several is¬ 
sues on which it seeks FPC rulemaking 
action. These include the following: 

1. The need for a uniform approacn 
to transportation rates applicable to non- 
system gas. 

2. The need to take into account, in 
fashioning a uniform transportation rate 
policy, the important differences between 
transactions involving transportation 
service for a pipeline’s existing cus¬ 
tomers, on the one hand, and those in¬ 
volving transportation service for other 
"off-system" customers, on the other. 

3. The need to consider, in any uni¬ 
form transportation rate policy, the 
questions of whether and how r to distin¬ 
guish between usual transportation serv¬ 
ice and so-called back-haul service, 
where transportation service is ef¬ 
fectuated by displacement. 

4. The need to consider, in any uni¬ 
form transportation policy, the circuir - 
stances under which a pipeline may be 
obligated to provide transportation sen - 


ivc. 

Petitioners point out that the need for 
a uniform policy on pipeline transporta¬ 
tion service for non-system gas has be¬ 
come more prevalent in recent years a> 
more gas distributors and industrial 
users have engaged in self-help mea¬ 
sures to offset increasing pipeline cur¬ 
tailments. They further allege that there 
are wide variation* among interstate 
pipelines* charges for non-system trans¬ 
portation service, making it difficult lor 
parties seeking transportation service 
to plan transactions effectively and dis¬ 
couraging pipeline customers from 
undertaking efforts to overcome go* 
shortages. By establishing uniform rule* 
governing pipeline transportation service 
of non-system gas, it U alleged that pipe¬ 
line customers will be encouraged to see k 
out supplemental supplies of gas. there¬ 
by increasing the general interstate 


supply. ^ A 

The petition includes a draft atate- 
nent of the general guidelines recom¬ 
mended by AGD with regard to trans¬ 
portation service for non-system gas 
AGD states that it is prepared to offer 
norc detailed comments and suggestion* 
f and when the Commission decides to 
nltlate the proposed rulemaking pro¬ 
ceeding. a 

The purpose of this notice is to invite 
responses from interested parties and 
he public concerning whether the rc- 
juest for a rulemaking should be grant- 
xl. i.e., whether or not the Commission 
hould institute a formal rulemaking 
proceeding to resolve any or all of the 

. ..._ In tWn nntittAn find Ollt- 


iined above 

Any person desiring to be heard or to 
make any protest with reference to said 
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petition should on or before July 15. 
1977, file with the Federal Power Com¬ 
mission. Washington, DC. 20426. a peti¬ 
tion to intervene or a protest in accord¬ 
ance with the requirements of the Com¬ 
mission’s Rules of Practice and Proce¬ 
dure (18 CFR 1.8 or 1.10). All protests 
fi]pd with the Commission will be consid¬ 
ered by it in determining the appropriate 
action to be taken but will not sene to 
make the Protestants parties to the pro¬ 
ceeding. Any person wishing to become 
a party to a proceeding or to participate 
as a party in any hearing therein must 
Pie a petition to intervene in accordance 
with the Commission’s Rules. 

Kenneth F. Plumb. 

Secretary . 

Appendix a 

associated gas DisnuBirroEs 

At lanta Oa* Light Co. 

Baltimore Oa* end Electric Co. 

The Brooklyn Union Gas Co. 

Central Hudson Oas At Electric Corp. 
c t rMtpeoke Utilities Corp. 

Consolidated Edison Company of New York. 
Inc. 

DHmarva Power & Light Co. 

Elizabethtown OasCo. 

Long Island Lighting Co. 

Lynchburg Cos Oo. 

New Jersey Natural Gas Co. 

New York State Electric & Oas Corp. 
Eniiadelphia Electric Co. 

Ft i: utdelphla Gas Work* 

Public Service Company of North Carolina, 
Inc. 

Public Service Electric A Gas Co. 

Bomb Jersey Gas Co. 

UGl Corporation 
V rung ton Gas Light Co. 

I PR Doc.77-19456 Filed 7-7-77:8:45 ami 


(Docket No. CP76-255J 

MICHIGAN WISCONSIN PIPE LINE CO.. 

ET AL 

Settlement Proposal 

July 1.1977. 

'l ake notice that on March 8, 1977, 
Michigan Consolidated Oas Company 
'MCO> filed with the Commission in 
Docket No. CP76-254. one of the above 
captioned dockets in this consolidated 
proceeding, a settlement proposal, which 
Purports to resolve MCG’s rates in this 
preceding. 

The settlement was certified to the 
Commission by the Presiding Adminis¬ 
trative Law Judge on March 22. 1977. 

Any person wishing to do so may sub¬ 
mit comments in writing concerning 
MCG’s settlement proposal. All com¬ 
ments should be addressed to the Federal 
Power Commission. 825 North Caoitol 
Street, NE.. Washington. D.C.,’20426, 
and should be mailed or filed on or be¬ 
fore July 12, 1977. Reply comments 
should be mailed or filed on or before 
July 26. 1977, MCO’s settlement proposal 
h on file with the Commission and avail¬ 
able for public inspection. 

Kenneth F. Plumb. 

Secretary . 

IFR Doc 77-19505 Filed 7-7-77;8:45 ami 


[Docket No. RP75-102( 

PANHANDLE EASTERN PIPE LINE CO. 

Order Accepting for Filing and Approving 
Tariff Revisions, Accepting for Filing and 
Suspending Proposed Advance Payment 
Tracking Increase, Initiating Hearing, 
Establishing Procedures, and Requiring 
Submission of Revised Settlement Rates 

June 30.1977. 

On May 9.1977, as modified on May 31. 
197 1 . Panhandle Eastern Pipe Line Com¬ 
pany (Panhandle) tendered for filing 
tariff sheets 1 which are allegedly in com¬ 
pliance with the Commission’s order of 
April 25. 1977, approving Panhandle's 
rate settlement in the captioned pro¬ 
ceeding. These tariff sheets are proposed 
to be effective as of December 1, 1975. 
The tariff sheets incorporate certain 
changes In the purchased gas adjust¬ 
ment provision (PGA) of Panhandle's 
tariff and revisions in Panhandle’s Rate 
Schedules TT-1. TSTE-1 and TSE-1. 
The proposed changes in Panhandle's 
PGA relate to the determination of the 
base cost of gas from suppliers, the al¬ 
location factors from pipeline suppliers, 
and the removal of off-system sales to 
Colorado Interstate Gas Company and 
Kansas Nebraska Natural Gas Company 
from the calculation of the current aver¬ 
age cost of purchased gas. The PGA re¬ 
visions and the revisions to Panhandle’s 
Rate Schedules comply with the terms 
of the settlement agreement in this 
docket and. therefore, wlU be approved. 

Panhandle included as part of Its filing 
First Substitute Nineteenth Revised 
Sheet No. 3-A. proposed to become effec¬ 
tive April 1. 1977. This sheet increases 
the PGA part of the rate to current 
levels, excludes amounts applicable to 
Gas Arctic Northwest FToject and 
Northern Border Pipeline Project, and 
includes an Increase in advance pay¬ 
ments. and a reduction in the DCA sur¬ 
charge. This sheet reflects rate levels 
approved in various PGA filings by Pan¬ 
handle during the pendency of the 
settlement approved by the Commission 
on April 25, 1977. Under the agreement. 
First Substitute Nineteenth Revised 
Sheet No. 3-A could not become effective 
prior to approval of the settlement. 

< Article II, Section 2 and Article VII). 
April 25. 1977, was the earliest date on 
which a tariff sheet filed in accordance 
with the terms of the settlement could 
become effective. 

Tlie Commission finds that the pro¬ 
posed advance payment increase in¬ 
cluded in First Substitute Nineteenth Re¬ 
vised Sheet No. 3-A has not been shown 
to be just and reasonable. Accordingly, 
the Commission shall suspend operation 
of this sheet for one day from the earli¬ 
est possible effective date, or until April 
26. 1977, at which time it shall be per¬ 
mitted to become effective, subject to re¬ 
fund. Hearing procedures shall be insti¬ 
tuted to determine the lawfulness of the 
proposed increase. 

Panhandle's tendered settlement rates 
in Docket No. RP7&-102 have been ad¬ 


1 See Appendix A. 


justed for approved 1976-1977 PGA rate 
increases, a .1 cent per Mcf advance pay¬ 
ment increase, and the exclusion of costs 
related to Gas Artie Northwest Project 
and the Northern Border Pipe Line Proj¬ 
ect. The adjusted rates form the basis 
for refunds to be made by Panhandle in 
this docket. In its calculation of the ad¬ 
justed rates. Panhandle Included the .1 
cent per Mcf advance payment increase 
as if it hod become effective August 1. 

1976. Panhandle did not have tracking 
authority for advance payment increases 
In this docket prior to approval of the 
settlement. Because of Panhandle’s lack 
of advance payment tracking authority 
from August 1. 1976, Panhandle shall be 
required to file revised settlement rates 
excluding the unauthorized .1 cent per 
Mcf advance payment charge for the 
period August 1. 1976, through April 25. 

1977. 

The Commission orders: (A) The pro¬ 
posed tariff sheets listed in Appendix A 
are accepted for filing as of December 1. 
1975, and are approved. 

(B) Pursuant to the authority of the 
Natural Gas Act. particularly sections 4, 
5. 8, and 15 thereof, and the Commis¬ 
sion’s rules and regulations, a public 
hearing shall be held concerning the law. 
fulness of the increased advance pay¬ 
ment rates proposed herein by Pan¬ 
handle. 

(C) Pending hearing and decision. 
Panhandle’s proposed First Substitute 
Nineteenth Revised Sheet No. 3-A rate 
increase is accepted for filing and sus¬ 
pended for one day or until April 26.1977, 
when it shall be permitted to become 
effective, subject to refund. However. 
Panhandle may file a revised tariff sheet 
eliminating the proposed advance pay¬ 
ment increase to be effective on April 25. 
1977. 

(D) An Informal conference shall be 
convened by the Commission staff within 
30 days from the date of this order for 
the purpose of resolving the issues in this 
proceeding. Further procedures, if any. 
as may be required following conclusion 
of the conference shall be prescribed by 
the Presiding Law Judge upon motion by 
the parties to the proceeding, including 
the staff. 

<E> A Presiding Administrative Law 
Judge, to be designated by the Chief Ad¬ 
ministrative Law Judge pursuant to 18 
CFR 3.5 <D>. shall be assigned to this 
proceeding for the purposes set forth in 
this order and to preside over any hear¬ 
ings which ultimately may be required. 

<F> Panhandle shall file within fifteen 
(15) days of the issuance of this order 
revised settlement rates excluding the 
unauthorized .1 percent per Mcf advance 
payment charge for the period August 
1, 1976. through April 25. 1977. 

(G> Panhandle's refunds under the 
settlement in this docket shall be based 
on the revised rates filed pursuant to <F) 
above. 

<H> The Secretary shall cause prompt 
publication of this order to be made in 
the Federal Register. 

By the Commission. 

Kenneth F. Plumb. 

Secretary. 
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App* st) ix A 

pashanoms eastern pipe uki company 
(Docket No. AP7S-102| 

•HERTS PROPOSED TO HE UFECTIVI MCEMSER I. 
1»TI 

FJPJC. Gas Tariff, Ori{rtn«J Volume No. I— 
Substitute Third Revised Sheet No. 42-3. 
Fourth Revised Sheet No. 42-3. Second Sub¬ 
stitute Fourth Revised Sheet No. 43-A. 

FP.C. Gat Tariff. Original Volume No. 2 — 
Substitute First Revised Sheet No. 93, First 
Substitute First Revised Sheet No. 135, Sub¬ 
stitute First Revised 8beet No. 21!. 

(FR Doc.77-19458 Filed 7-7-77,8:45 am| 


(Docket No RP77~98| 

NATURAL GAS PIPELINE CO. OP AMERICA 

Order Accepting far Filing and Suspending 
Proposed Rate Increase, Granting in 
Part and Denying In Part Requests for 
Waiver of Regulations, Initiating Hear¬ 
ing and Establishing Procedures 

Junk 30.'1977. 

On May 31.1977. Natural Gjis Pipeline 
Company of America (Natural) tendered 
for filing In the captioned docket pro¬ 
posed changes to its FPC Gas Tariff* 
which would increase its revenues for 
Jurisdictional gas sales and services by 
$50.8 million annually above rates cur- 
d*ently In effect subject to refund in 
Docket No. RP76-106, based on the 
twelve months ended February 28. 1977. 
as adjusted for known and measurable 
changes through November 30. 1977. The 
tariff sheets tendered by Natural, addi¬ 
tionally. would Increase the unauthor¬ 
ized over-run penalty under Rite Sched¬ 
ules DMQ-1 and 0-1 from $1.00 per Mcf 
to $5.00 per Mcf and would Increase the 
Interest rate charged on late payments 
from 7 percent to 9 percent. Natural re¬ 
quests that the proposed tariff sheets be 
permitted to become effective on July 1, 

1977, except for certain sheets which It 
requests become effective on January 1, 

1978. F\>r the reasons stated below, the 
Commission shall accept the proposed 
rate Increase for filing, suspend It for 
five months, and set the matter for hear¬ 
ing. 

Natural states that the principal rea¬ 
sons for Its proposed rate Increase are 
a need for a 10.69 percent overall rate 
of return reflecting a 15.5 percent return 
on common equity: the costs associated 
with certain offshore transmission fa¬ 
cilities and the proposed expansion of the 
North Lansing field storage project: a 
need for depreciation rates of 5.75 per¬ 
cent for production, gathering, storage 
and onshore transmission property and 
8 percent for all offshore property: the 
Increased cost of transportation of gas 
by others: and the costs associated with 
Natural's proposed exrloration and de¬ 
velopment program In the Rocky Moun¬ 
tain area. 

Based upon a review of Natural's filing, 
the Commission finds that the Increased 
rates which Natural proposes to become 
effective July 1, 1977. have not been 
shown to be just and reasonable, and 


1 See: Appendix A. 


may be unjust, unreasonable, unduly dis¬ 
criminatory or otherwise unlawful. Ac¬ 
cordingly. the Commission shall accept 
for filing those rates proposed to become 
effective on July X, 1977. but shall sus¬ 
pend their use for five months or until 
December 1. 1977. when they shall be 
permitted to become effective, subject to 
refund, and shall set the matter for hear¬ 
ing. 

Natural requests waiver of the Com¬ 
mission’s Regulations to permit it to file 
the tariff sheets dated January 1, 1978 
more than 60 days prior to the proposed 
effective date of the sheets. Natural 
st.Ues that certain tariff provisions and 
contracts preclude Natural from making 
the rate changes set forth on such sheets 
until January 1. 1978. Good cause for 
granting waiver of the Regulations has 
not been shown. Accordingly, Natural’s 
request shall be denied, and the tariff 
sheets dated January 1. 1978 shall be 
rejected. Rejection is without prejudice, 
however, to Natural refiling such sheets 
at least 30 days but no more than 60 days 
prior to the proposed effective date In 
accordance with Section 154.22 of the 
Commission’s Regulations. 

Natural has included In its claimed 
rate base costs related to certiin facili¬ 
ties which have not been certificated os 
of the date of filing In this docket. Nat¬ 
ural requests waiver of Section 154.63 
(e)(2)(H) of the Commission's Regula¬ 
tions to permit such Inclusion and in 
support of its request states that it an¬ 
ticipates receiving all necessary certifi¬ 
cations prior to the time Us proposed 
rates become effective. The Commission 
shall grant the requested waiver of its 
Regulations provided, however, that If 
such facilities are not certificated and 
placed In service on the date the pro¬ 
posed rates take effect subject to refund. 
Natural shall file revised tariff sheets 
which reflect exclusion of the costs as¬ 
sociated with those facilities which have 
not been certificated and placed In serv¬ 
ice as of that date. Natural shall, also, 
submit supplemental cost and revenue 
data which reflect the elimination of 
such costs from its cost of service. 

Natural has restated Its depreciation 
reserve to reflect depreciation rates of 
5% for production, gathering, storage 
and offshore plant and 4.5% for trans¬ 
mission plant. These were the last depre¬ 
ciation rates approved by the Commis¬ 
sion." Since December 1, 1970, in Docket 
No. RP76-106. however. Natural has col¬ 
lected. subject to refund, rates which re¬ 
flect 5.75% for property other than off¬ 
shore transmission and 8.0% for offshore 
transmission other than Stingray pro¬ 
perty. 

The effect of Natural’s restatement of 
its depreciation reserve is to allow the 
company to calculate its rate base as If 
it had not filed to change its depreciation 
rates In its last rate increase filing, with 
the result that the return and income tax 
allowances Included in Natural’s cost of 
sc nice are not synchronized with the de- 


• Natural Gas Pipeline Company of America, 
Docket No. RP75-1O0, order Issued April 4 . 
1977. 


predation expense Included In its cost 
of service and, more Importantly. In its 
rates. This restatement of the accumu¬ 
lated reserve for depreciation results in 
a rate base, and consequent allowance 
for-return and associated Income taxef. 
in excess of the rate base, return and in¬ 
come taxes which would result from the 
depreciation rates claimed and included 
in rates during the period following De¬ 
cember 1, 1976.' Therefore, the Commis¬ 
sion shall order Natural to file revised 
tariff sheets to go into effect at the end 
of the suspension period reflecting the 
accumulated reserve for depreciation re¬ 
sulting from its claimed depreciation 
rates for the period following December 
1, 1976. together with appropriate ad¬ 
justments to the claimed allowances for 
return and income taxes. Natural shall 
file with such revised tariff sheets, sup¬ 
plemental cost and revenue data reflect¬ 
ing the adjusted reserve for depreciation. 
The revised tariff sheet and supplemental 
data shall reflect the actual advance 
payment balance In Account No. 166 as 
of November 30.1977. 

Public notice of Natural’s filing was 
Issued on June 10, 1977, with comments 
and petitions to intervene due on or be¬ 
fore June 22. 1977. Timely petitions to 
intervene were filed by the parties listed 
In Aopendix B. The Commission believes 
that intervention of such petitioners may 
be in the public interest, and. accord¬ 
ingly. they will be permitted to Intervene 
in the proceedings hereinafter ordered. 

The Commission finds: (1 > It Is neces¬ 
sary and proper in the public interest 
and In carrying out the provisions of the 
Natural Gas Act that the Commission 
enter upon a hearing concerning the law¬ 
fulness of the rates proposed by Natural 
to become effective on July 1. 1977, and 
that the same be accepted for filing and 
suspended as hereinafter ordered. 

<2> Good cause exists to deny Na¬ 
tural’s request for w-alver of Section 
154 22 of the Commission’s Regulations 
requiring that proposed tariff sheets shall 
not be filed more than 60 days prior to 
the proposed effective date thereof. 

<3> Good cause exists to grant waiver 
of Section 154 63(e)(2)(H) of the Regu¬ 
lations. subject to the condition herein¬ 
after ordered. . 

(4) Good cause exists to order Natural 
to file revised tariff sheets and supple¬ 
mental cost and revenue data reflecting 
the accumulated reserve for depreciation 
resulting from Natural’s claimed depre¬ 
ciation rates for the period following De¬ 
cember 1.1976. with appropriate changes 
In the allowance for return and taxes ana 
reflecting the actual advance payment 
balance in Account No. 166 as of Novem¬ 
ber 30,1977. 

(5) Good cause exists to permit the 
intervention of the petitioners listed in 
Appendix B. 


• Natural Oat PioeHne Company o/ America 
Docket No. RP76-106, order Issued June W 
1976. at 4; tee alto: Sea Hobln Pipeline Com¬ 
pany Docket No RP70-39. order issued De¬ 
cember U, 1975. at 3. rehearing denied, order 
Urued March 25. 1970, at 5-9. 
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The Commission orders: (A) Pursu¬ 
ant to the authority of the Natural Gas 
Act. particularly sections 4, 5. 8. and 15 
thereof, and the Commission's rules and 
regulations, a public hearing shall be 
held concerning the lawfulness of these 
rates which Natural proposes to become 
effective on July 1,1877. 

< B) Pending hearing and decision, the 
rates which Natural proposes to become 
effective on July 1, 1877, are accepted 
for filing and suspended for five months 
or until December 1, 1877, when they 
shall be permitted to become effective, 
subject to refund, upon motion Bled by 
Natural In accordance with the provi¬ 
sions of the Natural Gas Act. 

(C) Natural's request for waiver of 
Section 154.22 of the Commission’s Re¬ 
gulations requiring that proposed tariff 
sheets shall not be filed more than 60 
days prior to the proposed effective date 
is hereby denied, and. accordingly, those 
tariff sheets dated January 1, 1878 are 
hereby rejected. Such rejection is with¬ 
out prejudice to refiling of such tariff 
sheets at such a time as is in accordance 
with the Commission's Regulations. 

(D) Natural's request for waiver of 
Section 154.63(e) (2) <U> of the Commis¬ 
sion's Regulations is hereby granted: Pro- 
tided. however. That Natural file revised 
tariff sheets and supplemental cost and 
revenue data on or before November 1, 
1977, which shall reflect the exclusion of 
costs associated with facilities not cer¬ 
tificated and placed In service as of 
November 30.1977. 

(E) Natural shall file revised tariff 
sheets to go into effect December 1, 1977 
and suplemental cost and revenue data 
reflecting the accumulated reserve for 
depreciation resulting from Natural's 
claimed depreciation rates for the period 
following December 1. 1976, with appro¬ 
priate changes in the allowance for re¬ 
turn and taxes and reflecting the actual 
advance payment balance in Account No. 
166 as of November 30. 1977. 

(F) The petitioners listed In Appendix 
B are hereby permitted to intervene in 
this proceeding, subject to the rules and 
regulations of the Commission: provided , 
however . that participation of such ln- 
tervenors shall be limited to matters af¬ 
fecting asserted rights and interests as 
(specifically set forth in their petitions to 
intervene; and provided . further. That 
the admission of such intervenors shall 
not be construed as recognition by the 
Commission that they might be aggrieved 
because of any order or orders of the 
Commission entered in this proceeding. 

<0> The 8taff shall prepare and serve 
top sheets on all parties for settlement 
purposes on or before November 1, 1977. 
•See Administrative Order No. 157). 

(H> A Presiding Administrative Law 
Judge to be designated by the Chief Ad¬ 
ministrative Law Judge for that pur¬ 
pose, <Se* Delegation of Authority 18 
CFR 3.5<d>). shall convene a settlement 
conference in this proceeding on a date 
certain within 10 days after the service 
of top sheets by the Staff. In a hearing 
or conference room of the Federal Power 
Commission, 825 North Capital Street, 


NX.. Washington. D C. 20426. Said Pre¬ 
siding Administrative Law Judge is 
hereby authorized to establish such fur¬ 
ther procedural dates as may be neces¬ 
sary and to rule upon all motions (ex¬ 
cept motions to consolidate, sever, or dis¬ 
miss) , as provided for in the rules of 
practice and procedure. 

(I) The Secretary shall cause prompt 
publication of this order in the Federal 
Register. 

By the Commission. 

Kenneth F. Plumb, 
Secretary. 

* Appendix A 

TARIFF SHEETS PROPOSED TO BE 
EFFECTIVE JULY I. 1911 

Third Revised Volume So. I —Thirty-sec¬ 
ond Revised Sheet No. 5. Eighth Revised 
Sheet No. 6A, Fifth Revised Sheet No. 9, Fi¬ 
shed No 6A. Fifth Revised 8heet No. D, 
Fifth Revised Sheet No. 14. First Revised 
Sheet No. 108, Eighth Revised Sheet No. 119, 
Sixth Revised Sheet No. 120-A. 

Second Revised Volume So. 2 —Tenth Re¬ 
vised Sheet No. 220 (R/S X-30), Fifth Re¬ 
vised Sheet No. 270 (ft/8 X-35). First Revised 
Sheet No. 300 (R/S X-46), Second Revised 
Sheet No. 407 (R s X-48), Second Revised 
Sheet No. 433 (R/8 X-tD). First Revised 
Sheet No. 710 (R/S X-68). First Revised 
Sheet No. 744 (R/S X-72), First Revised 
Sheet No. 1000 (R/SX-84). 

TARIFF SHEETS PROPOSED TO BE 
EFFECTIVE JANUARY 1, 11*70 

Second Revised Volume So. 2—First Re¬ 
vised Sheet No. 457 (R/S X-50). First Revised 
Sheet No. 653 (R/S X-02). First Revised 
Sheet No. 664 (R/8 X-62), Pint Revised 
Sheet No. 668 (R/S X-63), Flnst Revised 
Sheet No. 605 (R/SX-67). 

Appendix B 

TIMELY PmTTONB TO INTERVENE FILED BY I 

Interstate Power Company 
Illinois Power Company 
United CUtes Oas Company 
Wisconsin Southern Gas Company. Inc. 

Iowa Power and Light Company 
Northern Illinois Gas Company 
Northern Indiana Public Service Company 
North Central Public Service Co. Division of 

Donovan Companies, Inc. 

Central Illlnot* Public Service Company 
Iowa-niinols Gas and Electric Company 
Columbia Gas Transmission Corporation 

IFR Doc.77-19460 Filed 7-7-77:8:45 am] 


(Docket No. RM76-101 

RATE SCHEDULES ANALYSIS ON A CON¬ 
TINUING CURRENT BASIS: FPC FORM 
NO. 108 

Order Postponing Procedural Dates Until 
Further Notice 

Ju.nx 30. 1977. 

On page 5 of Order No. 556 issued 
herein November 22. 1976, we stated that 
by March 31, 1977, the Commission 
would transmit to all producers that 
complied with our August 1973 order in 
Docket No. R-478 a copy of the appro¬ 
priate schedules of Form No. 108 filled 
out with the information currently on 


file with the Commission, and set June 
30. 1977, as the date by which respond¬ 
ents would be required to verify the data 
on these schedules and complete any 
portions of Form No. 108 that request 
new information. By our order of March 
11, 1977, these dates were postponed un¬ 
til June 30. 1977, and September 30, 
1977, respectively. 

The Commission orders: The above- 
mentioned dates are further postponed 
until further notice. 

By the Commission. 

Kenneth E. Plumb, 
Secretary . 

(KR Doc.77-19508 Filed 7-7-77:8:45 am| 


(Opinion No. 796-A: Docket Nob. CP74-138, 
CP74-139. CP74-140J 

TRUNKLINE LNG CO. AND TRUNKLINE 
GAS CO. 

Opinion and Order on Rehearing Modifying 
• Prior Opinion and Granting Late Peti¬ 
tions to Intervene 

June 30. 1977. 

Applications for rehearing of Opinion 
No. 790 issued April 29,1977, in this pro¬ 
ceeding were filed by Algonquin LNQ 
Company, et al. (Algonquin), Battle 
Creek Gas Company (Battle Creek). Co¬ 
lumbia Oas Transmission Corporation 
(Columbia Gas). Columbia LNG Corpo¬ 
ration (Columbia LNG), Consumers 
Power Company (Consumers Power), 
Eascogas LNG. Inc. (Eascogas). East 
Ohio Oas Company (East Ohio). El Paso 
Algeria Corporation (El Paso Algeria), 
Generul Motors Corporation (General 
Motors). Indiana Gas Company. Inc. 
(Indiana Gas). Interstate Natural Gas 
Association of America (INGAA), Mis¬ 
sissippi River Transmission Corporation 
(MRTC), Public Service Electric k Gas 
Company (PSE&O). Southern Natural 
Gas Company, et al. (Southern), South¬ 
ern California Gas Company (So-Cal), 
and Tennessee Gas Pipeline Company 
(Tennessee). Motions for reconsidera¬ 
tion 1 were filed on June 1, 1977, by 
Michigan Consolidated Gas Company 
(Michigan Consolidated) and by the City 
of Indianapolis D/B/A Citizens Gas k 
Coke Utility (Indianapolis): on June 3, 
1977, by Northern Indiana Public Serv¬ 
ice Company (NIPSCO); and on June 9. 
1977, by Southeastern Michigan Gas 
Company (Southeastern). In response to 
the Commission's “Order Setting Oral 

Argument • • -FPC-. issued 

June 2. 1977, In this proceeding, com¬ 
ments were filed by Algonquin; Jointly 
by Distrigas Corporation and Dlstrigas 
of Massachusetts Corporation (Distri¬ 
gas) : Jointly by the Environmental De¬ 
fense Fund, the Consumer Federation of 
America and the Public Interest Eco¬ 
nomics Center (EDF, et al.); Pcrtamlna; 


i Although thcec pleadings were styled rb 
" applications for rehearing/* they ore being 
treated as motions for reconsideration be¬ 
cause they were not filed within the time 
prescribed by Section 1 34 of the Commis¬ 
sion's Rules of Practice and Procedure. 
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Michigan Gas Utilities Company (Michi¬ 
gan Gas>; the Federal Energy Adminis¬ 
tration on behalf of the Energy Re¬ 
sources Council <ERC>; the Commission 
Staff; the National Association of Reg¬ 
ulatory Commissioners (NARUC); and 
by the State Regulatory Commissions of 
Ohio, Michigan. Missouri. Indiana. Kan¬ 
sas and Illinois. On June 13, 1977, the 
Commission held oral argument concern¬ 
ing issues raised in the applications for 
rehearing and in other pleadings filed 
with the Commission Participants in the 
oral argument included Trunkline, EDP. 
et al.. Indiana Gas. Michigan Consoli¬ 
dated. INGAA. Tennessee, So-Cal, Co¬ 
lumbia Gas. Columbia LNQ. Eascogas, 
PSELG. Southern MRTC and the Com¬ 
mission Staff. For the reasons set forth 
below, the Commission shall modify 
Opinion No. 796. On June 24, 1977, the 
Commission granted rehearing of Opin¬ 
ion No. 796 for purposes of further con¬ 
sideration. 

Incremental Versus Rolled-in Pricing 

Most of the parties addressed this issue 
and. of those, all but the Commission 
Staff and EDP. et al. opposed incremen¬ 
tal pricing and supported the use of 
rolled-in pricing. 

The Energy Resources Council filed a 
statement calling the Commission's at¬ 
tention to Section 414 of the proposed 
National Energy Act transmitted by the 
President to the Congress on April 29. 
1977. According to the ERC. the policies 
and positions considered in drafting Sec¬ 
tion 414, which is entitled “Incremental 
Pricing of Natural Oas", are similar to 
those considered by the Commission in 
Opinion No. 796. The ERC explains, how¬ 
ever. that whereas Opinion No. 796 pro¬ 
vides for full marginal cost pricing of a 
specific source. Section 414 provides that 
the costs of all above-average-co6t gas 
supplies will be allocated to low priority 
users until the burner-tip prices for such 
users reach the prices of substitute fuels. 

Those opposed to incremental pricing 
contend, inter alia, that it: (I) Jeopar¬ 
dizes the financcablllty of the LNQ proj¬ 
ect, (2) only assists those customers with 
the ability and foresight to sign up to 
purchase LNG in 1977 for delivery in 
1980, (3) is Inconsistent with Opinion No. 
786 (Columbia LNG wherein the FPC 
approved rolled-in pricing for imported 
LNG), and with the Commission's Alaska 
pipeline report to the President (where¬ 
in rolled-in pricing was also recom¬ 
mended), (4) is Improper where LNG is 
used for base load, high priority uses. 
(5) Is Inconsistent with the goal of en¬ 
couraging all forms of supplemental sup¬ 
plies in times of energy shortages. (6) is 
difficult to administer and impedes the 
fiexlbility and reliability of a pipeline's 
system, and (7) discriminates against 
high priority customers of low load fac¬ 
tor customers of Trunkline. Panhandle 
and MRT who won't be able to contract 
to purchase the LNG because such pur¬ 
chases will have to be at 100 percent 
load factor as required by the take-or- 
pay arrangements of the import con¬ 
tract. As an example. Tennessee in oral 


argument cited page 8 of Columbia LNG, 
et al., Opinion No. 786 wherein the Com¬ 
mission noted that under Opinion No. 
622-A, which required incremental pric¬ 
ing, only 44 of Southern Natural's 120 
resale customers elected to purchase 
LNG on an incremental basis. The Com¬ 
mission stated: 

Nine Urge relatively high load factor cus¬ 
tomers purch aed over 93 percent of the 
total volume. Southern’s low load factor 
customers, primarily municipally-owned sys¬ 
tems. did not participate In the purchase 
of the LNG as they were unable to obligate 
themselves to purchase LNG incrementally 
now. These customers represent small cities 
and towns throughout the southeastern p rt 
of the United States. 

Tennessee Gas argues that the “mar¬ 
ket test." envisioned by Opinion No. 796 
won't work because new. high priced 
supplies of coal, oil and electricity are 
usually rolled-in. Tennessee Gas and 
other parties also argue that Opinion No. 
796 adopted incremental pricing without 
substantial evidence as required by Co¬ 
lumbia LNQ, et al. v. F.P.C., 491 F.2d 651 
(5th Cir.. 1974) on such issues as: (1) the 
administrative problems involved. (2) 
the cost of implementation, and (3) the 
degree to which the public interest would 
be served by incremental pricing. It is 
also argued that a future Commission 
almost assuredly will not observe the 
“non-curtailable" provision, a fact which. 
It is alleged, would adversely affect In¬ 
vestors' confidence in the project. 

While not directly opposing the FPC's 
incremental pricing decision, the Ohio 
Commission sets forth its policy, used at 
the state level, and belief that only short 
term supplies of gas should be incre¬ 
mentally priced, whereas long term sup¬ 
plies of gas, which require long term 
capital commitments (such as The 
Trunkline LNG project) should be rolled- 
in- The Missouri Commission questions 
the flnanceabllity and the general wis¬ 
dom of using incremental pricing and 
recommends use of the rolled-in method. 
The Indiana, Illinois. Kansas and Mich¬ 
igan Commissions, as well as NARUC, 
also support use of the rolled-in method, 
citing many of the reasons discussed 
above as support* 

In support of the incremental pricing 
method. Staff, at the oral argument, de¬ 
fended the use of incremental pricing for 
the reasons set forth In Opinion No. 796. 
In addition, Staff responded to several of 
the arguments raised by opponents of 
incremental pricing. Staff defended the 
“price comparability" test used by the 
Commission to distinguish Columbia 
LNG, Opinion No. 786 from Opinion No. 
796 against attacks that the Commission 
should have adjusted the price of LNO in 
Opinion No. 786 to account for higher 
costs. Staff rejects this argument as 
“bootstrapping", stating that if the es¬ 
timated price in Columbia LNO were 


• It ahould be noted that none of the State 
Commissions indicated whether they would 
require the LNO. if priced Incrementally by 
the pipeline, to be sold to ultimate consum¬ 
ers on an incremental or rolled-In baaia. 


$3.37 per Mcf. the Commission would 
also have required incremental pricing in 
that case. 

Staff argues against comparing the 
Trunkline LNO price of $3.37 per MMBtu 
with estimated prices for deregulated gas 
of $2.50 to $3 per Mcf because, at this 
point, deregulation is too speculative a 
possibility to be considered. Staff also 
challenges the assertion that the need 
for the LNG outweighs price consider¬ 
ations because, by being confronted with 
the “true’: cost of the LNO. customers 
will decide whether or not they actually 
need the LNG. As an example. Staff notes 
that ceratin proposed short-term emer¬ 
gency supplies of gas, amounting to 11 
out of 13 Bcf of gas offered at an incre¬ 
mental price of $3 per Mcf. were rejected 
by gas consumers last winter in Ohio as 
too expensive. Staff similarly rejects the 
argument that distributors with low load 
factors (with high w’lnter peaks) will be 
unable to contract for LNG stating that 
the gas delivered in the off-peak sum¬ 
mer period can be sold by the pipeline to 
other customers or put in storage. 

Staff also argues that the Commis¬ 
sion's Alaska recommendations, which 
included a rolled-In pricing proposal for 
Alaskan gas, is distinguishable from the 
instant case because the investment in 
the Alaska project is much greater ($10 
billion) than the investment in the 
Trunkline LNO project ($193 million > 
and the market far smaller In the Instant 
case Staff also notes that its filed com¬ 
ments show the price of LNG in the Sona- 
trach contract has now escalated from 
a base price of $1.30 to $1.64. a figure in 
excess of the $1.47 figure included in the 
Commission's certificated initial rate of 
$3.37 per MMBtu. 

Staff supported an incremental pric¬ 
ing method Including use of increasing 
block rates, with entitlements to low cost 
conventional source domestic gas in the 
Initial tariff block and the higher priced 
LNG In the tail block which is the most 
“price elastic range" of the rate struc¬ 
ture: i,e. that gas most likely not to be 
taken (1) If it is more costly than the 
alternatives, such as conservation or 
other energy sources, or (2) in the event 
of warm weather or a slackening of de¬ 
mand due to other factors. Staff also 
stated that under its pricing plan the 
probable “confrontation" with incremen¬ 
tal pricing would occur at the distribu¬ 
tion level. Le. distributor-customers of 
the pipelines, would decide, in effect, for 
their customers, the ultimate consumers 
of the gas. whether or not to take the 
gas. If an excess of gas occurred such 
that the gas was not marketable on 
Trunkline* system, the gas could be sold 
to other pipelines. If it was not market¬ 
able anywhere in the United States, then. 
Staff states. “• • * we should not be im¬ 
porting gas at $3 37. It's the whole point 
of incremenal pricing." <Tr 2889.1 

EDF. et al. supports the Staff position 
and argues, inter alia, that the Commis¬ 
sion should price LNG incrementally to 
encourage state commissions to be cre¬ 
ative and to do the same rather than 
discourage such efforts through the use 
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of rolled-In pricing. Became of national 
defense and balance of payments consid¬ 
erations, the need for incremental pric¬ 
ing of foreign LNG is particularly com¬ 
pelling. even though EDF. et al. would 
recommend incremental pricing of all 
new supplemental supplies of high cost 


Upon consideration of the arguments 
raised by the parties on rehearing, in the 
comments, and at oral argument, as well 
as a reconsideration of the record in this 
case and of Opinion No. 796, the Com¬ 
mission is convinced that the incremen¬ 
tal pricing method should not be used 
herein and that the rolled-in method 
should be used in its stead. One of the 
Commission’s primary concerns is in the 
financeability of the project. Trunkline 
has stated that the incremental pricing 
provisions, if upheld on rehearing, would 
probably render the project unflnance- 
ubie. 4 Trunkline has further stated that 
with incremental pricing, there is not 
enough present firmness of demand to 
warrant going forward with the project 
on an incremental basis. The response 
of Staff and EDF. et al. to this state¬ 
ment is that If the demand on the 
Trunkline system does not exist for LNO 
at its ’’true market cost", then the gas 
should not be imported and the project 
should be allowed to fall because there is 
not enough market demand for the LNO 
to justify the project. The evidence in 
this proceeding indicates that the true 
issue facing the Commission is not 
whether to certificate this project and 
require incremental or roUed-ln pricing, 
but rather whether to certificate this 
project with rolled-in pricing or to. in 
effect, kill the project by using Incre¬ 
mental pricing, an action tantamount In 
result to denying Trunkline’s request for 
certification of the project. Given the 
record in the proceeding, and consider¬ 
ing all factors, the Commission finds that 
certification of this project is in the pub¬ 
lic interest. 

One of the primary factors leading us 
to this conclusion is that this gas should 
be made available on the Trunkline Gas 
system as insurance to protect Priority 
1 loads and Priority 2 plant protection 
requirements. To ensure that this sup¬ 
ply is made available to the Trunkline 
Gas system, as stated above, rolled-in 
pricing is required as a necessary ingre¬ 
dient to the project’s financeability and 
therefore its ultimate viability. The 
availability of such gas to these custom¬ 
ers, particularly when they are custom¬ 
ers of low load factor distributors, 
should not hinge on the distributor’s 
present ability and willingness (or lack 


J The utter recommendation, of course, U 
beyond the scope of this certificate proceed- 

^8«e statement of Trunkline Counsel, Tr. 
2?7« in addition. Trunkline argues that the 
Axed rate provision, and to a leaser extent, 
the minimum bill provision and lack of ap¬ 
proval of the escalation In the purchased gas 
■upply and the shifting contracts jeopardize 
™ financeability of the project These mat* 
tori will be discussed later in the opinion. 


thereof > to sign up for LNO for use in 
1980 and thereafter under separate in¬ 
cremental rate schedules, which, in all 
probability, will contain take-or-pay pro¬ 
visions which require the LNO to be tak¬ 
en at 100 percent load factor. The record 
indicates that one-half of Trunkline Gas’ 
base load is projected to be LNO by the 
mid-1980s <LD„ p. 28>, at which time 
Trunkline Oas will be meeting 75 percent 
of its Priority 1 requirements, even with 
imported LNO, with no gas left over for 
lower priorities (I.D.. p. 37). As the Com¬ 
mission stated in Columbia LNG, Opin¬ 
ion No. 786 where the gas will be used 
as base load to serve high priority users 
in Priorities 1 and 2, rather than as an 
’’exotic” supplemental supply for use by 
lower priority users, rolled-in pricing 
should be used.* Thus, with rolled-in 
pricing, the LNO will be available on 
the Trunkline Gas system as a part of 
Trunkline Oas’ general system supply. 
Thus, it Is only proper that all customers 
pay their proportionate share of the costs 
of the LNO since all customers would 
benefit therefrom. 

With respect to the availability of al¬ 
ternate fuels, the Commission agrees with 
and adopts the Presiding Judge’s finding 
(LD.,p. 33); 

• • • that alternate fuels are not avail¬ 
able in sufficient quantity or within a com¬ 
parable price range to offset the need for Im¬ 
ported LNO. for the reasons set forth In his 
Initial Decision. 

In related matter, the Commission 
agrees that it cannot in this proceeding, 
ensure that future commissions or suc¬ 
cessor reguatory authorities, would never 
curtail the gas sold under separate in¬ 
cremental rale schedules. We also agree 
that the eventual curtailabillty of this 
LNO supply, under purportedly ”non- 
curtailable” rate schedules, has been a 
major factor In the apparent reluctance 
of parties to sign 20-year contracts with 
take-or-pay provisions for the purchase 
of LNO. Accordingly, consistent with our 
decision to use rolled-in pricing, the 
LNO from the project shall be curtailed 
pursuant to Trunkine Oas’ end-use cur¬ 
tailment plan. 

We further agree with certain of the 
applicants that use of the roiled-in pric¬ 
ing method is consistent with our deci¬ 
sion In the Alaska Plpelne recommenda¬ 
tion and with our decision in Columbia 
LNO, Opinion No. 786 to use rolled-in 
pricing. Once we have determined that 
a supplemental gas supply project is in 
the public Interest, the Commission 
should take reasonable steps, consistent 
with its consumer protection responsi¬ 
bility under Sections 4 and 5 of the Nat¬ 
ural Gas Act. to ensure the financial via¬ 
bility of the project. 

We note that the certificated initial 
rate of $3.37 per MMBtu is based upon 
calculations u*ing a 15 percent rate of 
return on common equity. Although the 
instant opinion reduces the risk to 


* Scr Columbia LNO Opinion No. 788 
(mlmeo. p. 13). 


Trunkline LNO by using rolled-in, as op¬ 
posed to Incremental pricing, we find the 
Initial rate of $3.37 to be within the zone 
of reasonableness. Furthermore, the rate 
of return issue shall be reviewed in 
Trunkline LNG's first Section 4 or 5 
rate proceeding before the Commission, 
or its successor agency. 

Fixed Rate Provision 

Trunkline and others argue that the 
so-called ”fixed rate” provision of Opin¬ 
ion No. 796. which permits no change in 
the straight volumetric rate of $3.37 per 
MMBtu • (except for changes due to 
currency adjustments or the operation 
of the minimum bill provisions) unless 
a proceeding is instituted under Section 
4 or 5 of the Natural Gas Act, seriously 
jeopardizes the financeability of the 
project. Specifically, the Commission is 
asked to approve the Panhandle-Sona- 
trach contract: particularly the escala¬ 
tor which ties the price of the LNO to 
the price of #2 and #6 oil. Furthermore, 
the Commission is urged to approve the 
shipping contracts; particularly <1> 
those permitting increased rates for cost 
overruns In the LNO tankers themselves, 
(2) the escalator which tracks interest 
charges applicable to Title XI bonds, 
and (3) certain other unavoidable coats 
as set out in the shipping contracts. In 
addition, the Commission is asked to 
approve a cost-of-service tariff to track 
costs of the Trunkline LNO terminal 
facilities. 

The parties in support of these modi¬ 
fications recommend use of the Presiding 
Judge's requirement that these adjust¬ 
ments be Justified, after they have taken 
effect, by yearly filings. With respect to 
the Panhandlc-Sonatrach supply con¬ 
tract, the parties argue that the Pacific 
Gas Transmission case is Inapplicable 
because that was a case of unilateral 
price Increases, whereas the instant case 
involves a set index related to the price 
of #2 and #6 oil. T With respect to the 
shipping costs. Trunkline at the oral ar¬ 
gument noted that a portion of the ships 
are to be financed by subsidies from the 
Maritime Administration and that this 
agency will monitor the costs of the ship¬ 
building. (Tr. 2901) Tennessee argues 
that the record is sufficient to approve 
the shipping contract, and the cost es¬ 
calators provided therein. Tennessee 
and others also argue that cost-of-serv¬ 
ice tariffs to cover, Inter alia. Trunk- 
line’s LNG’s terminal costs are not pro¬ 
scribed by the Pacific Gas Transmission 
case. Furthermore. Tennessee also ar¬ 
gues that the decision not to approve a 
cost-of-service tariff but to rely Instead 


• This is the price for gas delivered at 
Trunkline Osa* now existing pipline system. 

1 Trunkline's counsel indicated at oral 
argument that Trunkline supported the re¬ 
quirement of a Section 4 proceeding with 
respect to the contract renegotiation pro¬ 
vision which requires approval by the Al¬ 
gerian authorities and the Federal Power 
Commission, or Its successor agency, of any 
contrast renegotiation not otherwise per¬ 
mitted in the supply contract. (Tr. 2899- 
2900) 
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on Section 4 procedures for rate changes 
was not supported by substantial evi¬ 
dence. 

Staff generally supported the decision 
In Opinion No. 796 on this issue* noting 
that the oil price index In the supply 
contract was analogous to the Pacific 
Gas situation because there the Cana-* 
dlan Government was basing the price 
of exported gas on the price of alternate 
fuels (oil). With respect to the requested 
approval of the shipping contracts and 
the requested cost-of-service tariff to 
track excess terminal costs, 8taff argues 
that despite the track excess record in 
this case, these costs arc unknown and 
unpredictable. Furthermore, Staff notes 
that the Commission's initial certifica¬ 
tion rate reflects a 16% rate of return on 
common equity which offsets any in¬ 
creased risk in recovery or terminal or 
other costs through a fixed rate. 

With respect to the index in the Pan- 
handle-Sonatrach contract relating to 
base price of LNG to the price of #2 
and #6 oil. the Commission finds that 
Trunkline LNG should be able to track 
such amounts in its tariff pursuant to 
a rate adjustment provision which pro¬ 
vides for 30 days* notice of such a filing 
to Trunkline Gas, to the customers of 
Trunkline Gas and to the affected state 
commissions, accompanied by appropri¬ 
ate calculations showing that the new 
rate correctly reflects the application of 
the escalation provision in the Panhan- 
dle-Sonatrach supply contract and that 
Trunkline LNO has used the correct 
figures for #2 and #6 oil. as required 
by the supply contract. We find that 
this is substantially consistent with our 
treatment of similar provisions in Opin¬ 
ion No. 622-A and will enable Trunkline 
LNO to recover such costs in a rapid 
manner. Because of the fact that the 
formula Is reasonably well defined and 
predictable as to timing, with escalations 
occurring twice a year, we And it appro¬ 
priate to permit this escalator to operate 
as set forth above. Upon reconsideration. 
w*e are not persuaded that the Pacific 
Gas case is applicable to the instant case 
based upon the record In this proceed¬ 
ing With regard to the renegotiation 
provision, the Commission concurs with 
the statement of Trunkline*# Counsel 
that Section 4 procedures should be fol¬ 
lowed with respect to this provision. 

With regard to the shipping contracts, 
we arc not persuaded that any change In 
Opinion No. 796 is necessary with regard 
thereto. As Staff correctly notes, the 
costs for this portion of this project are 
not known and are subject to overruns 
due to increases in. inter alia, ship con¬ 
struction costs. Accordingly, any change 
in the $3.37 per MMBtu rate necessitated 
by changes in the shipping arrange¬ 
ments shall continue to be subject to 
review in a Section 4 proceeding for pru¬ 
riency. The Commission wishes to em¬ 
phasize, however, that the review of 
shipping costs will not be done on a 
••cost-plus-fair-rcturn" basis, but rather 


on a prudent cost incurrence basis. 1 To 
give up even this limited right of review 
of such costs would be inconsistent with 
our responsibility to assure just and rea¬ 
sonable rates for the nation's gas con¬ 
sumers. 

The Commission shall similarly reject 
the request for a cost-of-service tariff to 
track Trunkline LNG’s terminal costs. 
The terminal is a jurisdictional facility 
and. as such, the costs related thereto 
must be reviewed to establish if they are 
just and reasonable. In reviewing Trunk- 
line LNG’s Section 4 rate applications to 
determine whether or not suspension is 
appropriate, and If so. the length of sus¬ 
pension required, the Commission shall, 
of course, consider the necessity of 
Trunkline LNG. like other Jurisdictional 
facilities to recover their costs of doing 
business. 

Minimum Bill Provisions 

Trunkline ha# said that it is willing to 
accept the general outline of the mini¬ 
mum bill if modifications were made 
that: (1) permit calculation related to 
the minimum bill on an annual < rather 
than daily) basis; (2) Impose no penalty 
(l.e. loss of return on or return of equity) 
If at least 90 percent of the annual vol¬ 
umes were delivered, and (3) credit the 
purchasers for supply and transporta¬ 
tion costa to the extent Trunkline LNO 
is able to avoid such costs under its sup¬ 
ply and shipping contracts. Upon review, 
the Commission finds these recommend¬ 
ed changes reasonable and shall modify 
the minimum bill to so provide. 

Other parties argue that the mini¬ 
mum bill should permit recovery of 
equity in the event of service interrup¬ 
tion and further that Trunkline should 
not be pealized by loss of equity in cases 
where the interruption is not the fault 
of Trunkline. As stated on Opinion No. 
796. the provision for a pro rata reduc¬ 
tion of both return of and return on 
equity during periods of service inter¬ 
ruptions represents a balancing of the 
risk between consumers and stockhold¬ 
ers. Accordingly, the Commission re¬ 
affirms its position herein. 

In response to a request for clarifica¬ 
tion by 8o-Cal, the Commission notes 
that Trunkline LNO will be permitted to 
recover costs actually incurred during 
the loeked-in period, except that capital 
costs <o.e. debt costs, return on equity, 
etc.) and the depreciation expense shall 
be calculated based upon the rates ap¬ 
proved by the Commission for Trunkline 
LNG in the rate case covering the period 
of interruption. 

As discussed above, we find the princi¬ 
ples of Trunkline LNO*s proposals to 
modify the minimum bill provisions rea¬ 
sonable. However. Trunkline LNG has 
proposed a minimum bill based upon a 
cost of service tariff such that all costs 


•Opinion No 796 Imlmeo. pp. 20-21) cit¬ 
ing Pacific Indonesia LNG Co et at . — FPC 
— issued April 2. 1976. in Docket No. CP74- 
160. et at. 


incurred over the year would be collected 
from Trunkline Gas and then appropri¬ 
ate refunds made at the end of the year. 
However, because the Commission has 
rejected Trunkline’s request for a cost of 
service tariff as set forth above, a differ¬ 
ent type of minimum bill is required, as 
set forth below ? : 

*Tn the event that Seller is unable to 
deliver 100 percent of the gas contracted 
for by Buyer during a monthly billing 
period. Buyer shall reimburse Seller not 
only for volumes delivered, but also for 
contract volumes not delivered, such that 
Seller will recover on the nondellvered 
volumes an apportioned share of Seller 
nonequity-related fixed expenses In¬ 
curred during such period, limited to the 
following: 

(a) Operating and maintenance ex¬ 
penses: 

(b) Taxes payable; 

(c) Interest expense based on that 
portion of Seller's then existing debt 
which was Incurred for the construction 
of the LNG and related facilities; 

(d) The requirements for repayment 
of such debt; 

(e) Amounts, if any. Seller shall be 
obligated to pay for LNG supplies and 
for ocean transportation under the LNO 
supply and shipping contract; 

(f» All return of and'return on equity 
in the event Seller has delivered at 
least 90 percent of the contractual vol¬ 
umes calculated on a monthly basis. 

<g> On an annual basis, the minimum 
bill shall be recomputed according to the 
above formula and an appropriate re¬ 
fund made, or surcharge collected, as 
appropriate; 

Provided, however, that Buyer's obliga¬ 
tion to pay for nondellvered amounts 
shall not extend beyond the time at 
which Seller, If it Is the party claiming 
force majeure, could have remedied the 
cause in an adequate manner with all 
reasonable dispatch in order to resume 
deliveries to Buyer." 

As set forth above, the minimum bill 
would permit a "swing" of 10% in deliv¬ 
ery of volumes without any loss of return 
of or return on equity. However, should 
such deliveries fall below 90% of contract 
volumes, then Trunkline LNG would be 
subject to a proportional loss of return 
of and return on equity. Thus, delivery 
of 50% of contractual volumes during a 
given period would entitle Trunkline 
LNO to recover 50% of its return of and 
return on equity from ail non-equity 
related fixed expeases as set forth in 
subparagraphs (a) through <e> of the 
minimum bill formula. We view the 10% 
"swing" provision not as a "guarantee" 
of return of and return on equity as such, 
but as a recognition of the need for an 
allowance: (1) for "down time" on the 
LNO facilities for maintenance, and <2) 
tor time for short delays in deliveries.* 


■Compare: Trans western Pipeline Com¬ 
pany, et al . Opinion No. 728-A. — FPC —, 
Isaued November 21. 1975 In Docket No. 
CP73-211 (mlmeo. pp. 3-4). 
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The reason for the monthly formula, 
which Is eventually adjusted to reflect 
the calculation of the minimum bill on 
an annual basis. Is to permit monthly 
billing under the rate formula prescribed 
herein, with adjustments at the end of 
the year, to prevent undue delays in the 
recovery of Trunkline LNO's costs under 
the minimum bill which might occur if 
recovery were delayed until the end of 
the year. 

Miscellaneous 

Algonquin. Eascogas and Public Serv¬ 
ice Electric & Gas urge deletion of Or¬ 
dering Paragraph <L) of Opinion No. 
796 because, inter alia, it conditions the 
Commission's approval of this project 
under sections 3 and 7 of the Natural 
Gas Act to the obtaining by Trunkline 
LNG of all requisite permits, certificates, 
etc. from applicable state, local and other 
federal agencies This, it is argued, sub¬ 
jects the Commission's authority to that 
of these other affected governmental 
units and. in effect, gives them the power 
to veto the Commission's certificates 
granted herein. Trunkline LNG is already 
obligated to obey all applicable laws and 
regulations so that compliance with such 
provisions is not threatened by deletion 
of Ordering Paragraph <L). Trunkline 
LNG does not specifically object to the 
provision but reserves the right to request 
modification of that condition In the 
future should it become necessary. 

We note that similar conditions have 
been imposed In previous Commission 
certificate orders including Transwest- 
em Cool, et of. Opinion No. 728. — FPC 

-issued April 21, 1975 tmimeo. p. 3), 

Ordering Paragraph (C) and in Colum¬ 
bia LNG , et «!., Opinion No. 622. 47 FPC 
at 1649. We find they arc necessary to 
assure that this project is In the public 
convenience and necessity. Should a 
severe problem arise as to this condition. 
Trunkline LNG may. of course, seek 
amendment of the certificate in an ap¬ 
plication under section 3 of the Natural 
Gas Act stating the reasons therefor. 

Tennessee argues for a guaranty of 
recovery of all costs In the event of 
project failure. Trunkline LNG states 
that it will assume the risks associated 
with project failure and the possibility 
of not being able to recover its costs. 
The Commission reaffirms its finding in 
Opinion No. 796 that such determination 
should be made at such time as project 
failure occurs so as to Judge the circum¬ 
stances as they then exist. It Is prema¬ 
ture at this time to make a determina¬ 
tion. Late petitions to intervene were 
filed by Pertamina, Southeastern and 
NIPSCO. For good cause shown, the 
Commission shall grant the petitions 
subiect to the conditions set forth below. 

The Commission finds: (1) Good cause 
exists to modify Opinion No. 796 as de¬ 
scribed in the body of this Opinion. 

(2) Participation of the above-named 
petitioners in this proceeding may be in 
the public Interest. 

The Commission orders: (A) Opinion 
No. 796 is hereby modified as set forth in 
the body of this opinion and order. 

« (B> To the extent not granted above, 
the applications for rehearing and mo¬ 
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tions for reconsideration of Opinion No. 
796 arc denied. 

(C) The above-named petitioners are 
permitted to Intervene in this proceeding 
as hereinbefore discussed, subject to the 
Rules and Regulations of the Commis¬ 
sion; Provided , however , that the par¬ 
ticipation of such In t erven ors shall be 
limited to matters affecting asserted 
rights and interests specifically set forth 
in their petitions to intervene: Provided . 
further . that the admission of such ln- 
tervenors shall not be construed as rec¬ 
ognition by the Commission that they 
might be aggrieved because of any order 
or orders issued by the Commission in 
this proceeding; and Provided, further , 
that the granting of such petitions shall 
not be grounds for delay in this proceed¬ 
ing. and that such intervenors shall take 
the record as they find it. 

(D> The Secretary shall cause prompt 
publication of this order to be made in 
the Federal Register. 

By the Commission. 

Kenneth F. Plumb, 

Secretary. 

| FR Doc.77-19455 Plied 7-7-77;8:45 am) 


FEDERAL RESERVE SYSTEM 

(H-3.1977 No. 361 

ACTIONS OF THE BOARD; APPLICATIONS 
AND REPORTS RECEIVEO DURING THE 
WEEK ENDING JUNE 18. 1977 

Actions or the Boaho 

Regulation J amendment, by adding a new 
section concerning the wire transfer of 
funds between member banka (Docket No. 
R-0013). 

The Board of Governors noted that five new 
St ndard Metropolitan Statistical Areas 
(SMSAa) have been designated and that 
thla affect* banka and thrift institution* 
subject to the Home Mortgage Disclosure 
Act in those areas. 

Pamphlet explaining provisions of the Equal 
Credit Opportunity Act a* it applies to 
doctors, lawyers and small businessmen is 
now available for public distribution. 

Staff study or private placement activities 
of commercial banks, letter to Chairman 
Henry 8. Reus* with enclosure of the staff 
study. 

Bank of the Commonwealth, Detroit, Michi¬ 
gan. to make an investment In bank prera- ’ 
lses in connection with leasehold improve¬ 
ment* to warehouse faculties located at 
Port and Twelfth Street*. Detroit. Michi¬ 
gan. 

Bank of New Jersey. Camden. New Jersey, to 
make an Investment In bank premies * 

English State Bank. English, Indiana, to 
make an additional investment in bank 
premises, 1 

Warren Bank. Warren. Michigan, to make an 
investment in bank premises. 1 

Termination of registration for Atlas Credit 
Union. Wood River. IlUnot*. 1 

Barnett Bank of Lake Placid. Lake Placid. 
Florida, proposed merger with Barnett 
Bank at 8ebrtng. Sebrlng. Florida, report 
to the Federal Deposit Insurance Corpora¬ 
tion on competitive factors. 1 


1 Application processed on behalf of the 
Board of Ooveraora under delegated au¬ 
thority. 


Barnett Banks of Florida. Inc., subsidiaries 
of. JacksonvUle. Florida, proposed merger 
with Barnett Bank of Plantation, Planta¬ 
tion. Florida, report to the Federal Deposit 
Insurance Corporation on competitive 
factors. 1 

Century National Bank of Fort Lauderdale. 
Fort Lauderdale, Florida, proposed merger 
with Century National Bank of Broward. 
Fort Lauderdale. Florida, report to the 
Comptroller of tho Currency on competi¬ 
tive factors. 1 

Guarantee Trust and Safe Depostt Company 
of Shamokln. Pennsylvania. 8hamokln. 
Pennsylvania, proposed merger with 
Northern Central Bank. Williamsport, 
Pennsylvania, report to the Federal De¬ 
posit Insurance Corporation on competi¬ 
tive factors. 1 

Merchants and Farmers Bank. Portsmouth. 
Virginia, proposed merger with First Na¬ 
tional Bank of Tidewater, Norfolk. Vir¬ 
ginia. report to thy Comptroller of the 
Currency on competitive factors. 1 

Planters Bank and Trust Company. Staun¬ 
ton. Virginia, proposed merger with Au¬ 
gusta Bank & Trust Company. Augusta 
County. Virginia, report to thy Federal 
Deposit Insurance Corporation on com¬ 
petitive factors. 1 

Second American State Bank. Lubbock, 
Texas, proposed mercer with American 
State Bank. Lubbock. Texas, report to the 
Federal Deposit Insurance Corporation on 
competitive factors. 1 

Correction: On H.2 No. 24 

Statement by Governor J. Charles Partee 
before the Senate Committee on Bonking. 
Housing and Urban. Affairs on H R. 5875. 
which permits the payment of Interest on 
Treasury account*. 

Letter to Chairman William Proxmlre. Sen¬ 
ate Committee on Banking, Housing and 
Urban Affairs. an*wertne questions regard¬ 
ing monetary velocity—the Intensity with 
which money is being used 

To Establish a Domestic Branch Pur¬ 
suant to 8ection 9 of the Federal Reserve 
Act. 

APPROVED 

Lake View Trun and 8avines Bank, Chicago. 
Illinois. Branch to be established at 538 
West Diversev, Chicago. 1 

English State Bank. EnelUh. Indiana. Branch 
to be established In the Jay-C Plaza Shop¬ 
ping Center at the Intersection of UB. 
Highway 64 and State Road 37. R-R. 1. 
English. Crawford County.* 

Central Bank of Denver. Denver. Colorado. 
Branch to be established at the Intersec¬ 
tion of 10th and Larimer Street*. Denver. 1 


To Establish an Overseas Branch of a 
Member Bank Pursuant to Section 25 
of the Federal Reserve Act 

AfPEOVZD 

Chase Manhattan Bank. N.A.: Branch— 
Manila. Philippine*. 

Crocker National Bank: Branch—Manila. 
Philippines. 

Security Pacific National Bank: Branch— 
Manama. Bahrain 

The Bank of California, NA.: Branch— 
Manila. Philippine* 


International Investments and Other 
Actions Pursuant to Sections 25 and 
25<a> of the Federal Reserve Act and 
Sections 4(c) (9) and 4(0(13) of the 
Bank Holding Company Act of 1956. as 
amended 
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APPROVED 

Security Pacific Overseas Corporation: In¬ 
vestment-additional shares of Marac Hold¬ 
ings Limited. New Zealand. In order to 
maintain Its current 20 per cent Interest. 
Maryland National Overseas Investment 
Corporation: To Increase capital 
Morgan Guaranty International Bank of 
Miami: To Issue debt obligations 
Walter E. Heller International Corporation: 
Investment-additional shares of H & H 
Factors Limited. Croydon. England. 
Bamertcal International Financial Corpora¬ 
tion: For MBC International Limited. Aus¬ 
tralia To engage In the business of under¬ 
writing or dealing In Equity Securities. 


To Expand a Bank Holding Company 
Pursuant to Section 3(a)(3) of the Bank 
Holding Company Act of 1956, 

APPROVED 

Hawkeye Banoorporatkm. Des Moines. Iowa, 
for approval to acquire 00 per cent or more 
of the voting shares of Commercial State 
Bank. Marshalltown, Iowa. 

First City Bancorporatlon of Texas. Inc., 
Houston. Texas, for approval to acquire 100 
per cent (leas directors* qualifying shares) 
of the voting shares of City National Bank 
of Austin. Austin. Texas 

First International Bancshares, Inc., Dallas. 
Texas, for approval to acquire 100 per cent 
of the voting shares (less directors* quali¬ 
fying shares) of the successor by merger to 
People State Bank of Baytown. Baytown, 
Texas. 

denied 

D H. Baldwin Company, Cincinnati. Ohio, 
for approval to directly acquire 100 per 
cent of the voting shares of Rifle Bank 
Agency. Inc., Rifle. Colorado and to indi¬ 
rectly acquire 80.0 per cent or more of the 
voting shares of The First National Bank 
In Rifle. Rifle. Colorado. 

To Expand a Bank Holding Company 
Pursuant to 8ection 4(c) (8) of the Bank 
Holding Company Act of 1956 

DELATED 

Union Trust Bancorp, Baltimore. Maryland, 
notification of Intent to engage In de novo 
activities (acting as agent in the sale of 
insurance protecting collateral held 
against its extensions of credit) at 119 East 
Innee Street. Salisbury. North Carolina, 
through Its subsidiaries. Landmark Finan¬ 
cial Corporation of North Carolina and 
Landmark Mortgage Corporation (wholly- 
owned subsidiaries of Landmark Financial 
Services. Inc.) (8-13-77) .* 

REACTIVATED 

Industrial National Corporation. Providence. 
Rhode Island, notification of intent to en¬ 
gage in de novo activities (the sale of 
credit life and credit accident and health 
insurance) at 1443 West Schaumburg 
Road. Schaumburg. Illinois, through a 
subsidiary. Mortgage Associates, Inc. (8- 
17-77) .• _ 

PERMITTED 

Northeast Bankahare Association. Lewiston, 
Maine, notification of Intent to engage In 
de novo activities (servicing loans and 
other extensions of credit related to credit 
oard Issuance by banks and merchants 
particularly providing credit oard adminis¬ 
tration. processing and customer servicing 


* Application processed by the Reserve 
Bank on behalf of the Board of Governors 
under delegated authority. 


Including distribution of newly approved 
and renewed credit cards; the calculation 
and distribution of monthly customer bill¬ 
ing; the resolution of customer complaints 
and billing errors; the receipt of customer 
payment; and the disbursement of funds 
to the credit granting bank or merchant) 
at 178 Court Street. Auburn. Maine, 
through its subsidiary. Northeast Con¬ 
sumer Services Oorp. (6-19-77) .* 

Chemical New York Corporation, New York. 
New York, notification of intent to engage 
in de novo activities (the origination and 
sale of mortgage loans on residential, com¬ 
mercial and Industrial real estate: the 
servicing of mortage loans owned by The 
Gal breath Mortgage Company and owned 
by others) in the vicinity of Briley Park¬ 
way and Murfreesboro Pike, Nashville, 
Tenneessce and In the vicinity of the Gal¬ 
leria area on Westhelmer Road. Houston, 
Texas, through its subsidiary. The Oal- 
hreath Mortgage Company (6-16-77).* 
Citicorp. New York. New York, notification of 
intent to relocate de novo activities (mak¬ 
ing of consumer installment personal 
loans, purchasing consumer installment 
sales finance contracts; sale of credit re¬ 
lated life/accident and health Insurance: 
sale by a licensed agent of Insurance which 
protects personal property) and to engage 
de novo in the following additional activ¬ 
ity (making loans for the account of 
others such as onc-to-four family unit 
mortgage loans) from $845 Florida Street. 
Baton Rouge. Louisiana to Cortana Mall, 
8pace D-7. Florida Boulevard at Airline 
Highway. Baton Rouge. Louisiana, through 
Its subsidiary, Citicorp Person-to-Person 
Financial Center (6-16-77).* 

Philadelphia National Corporation, Phila¬ 
delphia. Pennsylvania, notification of in¬ 
tent to engage In de novo activities (leas¬ 
ing of real and personal property provided 
that at the inception of the initial lease 
the effect of the transaction will be to yield 
a return that will compensate the lessor 
for not leas than its full tnve*tment In the 
property over the term of the lease and 
that the transaction Is otherwise In con¬ 
formity with 8ectlon 228.4 (a) (6) of Regu¬ 
lation Y) at Broad and Chestnut Streets, 
Philadelphia, Pennsylvania and 1133 Ave¬ 
nue of the Americas. New York. New York, 
through its direct and Indirect subsidiary, 
Congress Factors Corporation, at 1133 
Avenue of the Americas. New York, New 
York, through its direct and indirect .sub¬ 
sidiary, Congress Financial corporation 
and 1401 Brlcknell Avenue, Miami. Plorlda, 
through its direct and Indirect rubvidiary. 
Congress Financial Corporation. Florida 
(6-12-77) • 

Bank of Virginia Company, Richmond. Vir¬ 
ginia. notification of intent to relocate de 
novo activities (making loans or extensions 
of credit such as would be made by a 
finance company; and acting as agent for 
credit life /accident and health Insurance 
and other Insurance written to protect 
collateral during the period of credit ex¬ 
tension) from 2920 We*t Broad Street, 
Richmond, Virginia to 4609 West Broad 
Street, Richmond. Virginia, through its 
Indirect subsidiary. The Budget Plan Com¬ 
pany or Virginia (6-13-77) • 

Sun Banks of Florida, Inc., Orlando, Florida, 
notification of intent to engage In de novo 
activities (making or acquiring, for lls own 
account or for the account of others, loans 
and other extensions of credit and servlc- 


•4(e)(8) and 4(c) (12) notifications proc¬ 
essed by Reserve Bank on behalf of the 
Board of Governors under delegated author¬ 
ity. 


ing loans and other extensions of credit 
for any person) at 120 South Ridgewood 
Avenue. Daytona Beach. Florida, through 
a subsidiary. Sunbank Mortgage Company. 
(8-11-77) • 

Merchants National Corporation, Indianap¬ 
olis, Indiana, notification of Intent to re¬ 
locate de novo activities (leasing of capital 
goods and equipment to Industry, and 
banks, or others or acting as agent, broker, 
or adviser In leasing such personal prop¬ 
erty where at the Inception of the Initial 
lease the effect of the transaction will yield 
a return that will compensate the lessor 
for not less than the lessor's full Invest¬ 
ment in the property plus the estimated 
total cost of financing the property over 
the term of the lease) from 3110 8. ’Wads¬ 
worth. Denver. Colorado to 12000 East 47th 
Street Denver. Colorado, through Its in¬ 
direct subsidiary. Circle Leasing of Colo¬ 
rado Carp. (8-17-77.* 

Bank America Corporation. San Francisco. 
California, notification of intent to engage 
in de novo activities (making or acquiring, 
for its own account loans and other ex¬ 
tensions of credit such as would be made 
or acquired by a finance company and 
servicing loans and other extensions of 
credit: such activities will include, but not 
be limited to. making consumer Install¬ 
ment loans, purchasing Installment sales 
finance contracts, making loans and other 
extensions of credit to small businesses, 
and making loans secured by real and per¬ 
sonal pronerty: acting as agent or broker 
for the sale of credit related life and credit 
related accident and disability Insurance 
In connection with extensions of credit 
made or acquired by FI nance America Cor¬ 
poration i at Turnpike Tower Office Build¬ 
ing 7475 Dakin Street. Denver. Colorado, 
through Its subsidiary. Finance America 
CoroorVion (a Colorado Corporation) 
(8-18-77) • 

Security pacific Corporation. I-os Angeles. 
California notification of Intent to engage 
In de novo activities (the origination and 
acquisition of mortgage loans including 
development and construction loans on 
multi-family and commercial prooertles. 
for Its own account or for the sale to others 
and the servicing of such loans for others) 
at 1700 West Loop South. Houston. Texas, 
through Its subsidiary. Security Pacific 
Mortgage Corporation (8-12-77).* 

• • • • • 

To Expand a Bank Holding Company 
Pursuant to Section 4(c) (12) of the 
Bank Holding Company Act of 1956. 

PERMITTED 

Warner Communications Tnc., New York. 
New York, notification of Intent to merge 
with or acquire the common stock of 
Knickerbocker Toy Co„ Inc., Middlesex. 
New Jersey (8-12-77).* 

• • • • • 

Certifications Issued Pursuant to the 
Bank Holding Company Tax Act of 1976. 

First Missouri Banks. Inc.. Creve Coeur, Mis¬ 
souri, prior certification pursuant to I 6158 
(a) of the Internal Revenue Code, that the 
sale by First Properties. Inc., a subsidiary 
of First Missouri, of 73 acres of real prop¬ 
erty to OUbert Bulck. Inc.. 8t Louis, Mis¬ 
souri. was necessary or appropriate to ef¬ 
fectuate I 4 of the Bank Holding Company 
Act. (Legal Division Docket TCR 78-108).« 


• Processed on behalf of the Board of Gov¬ 
ernors under delegated authority. 
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Applications Received 

To Establish a Domestic Branch Pur¬ 
suant to Section 9 of the Federal Reserve 
Act. 

Lake View Trust end Savings Bank. Chicago. 
Illinois Branch to be established at 638 
West Divcrsey, Chicago. 

• • ♦ • • 

To Establish an Overseas Branch of a 
Member Bank Pursuant to Section 25 of 
the Federal Reserve Act. 

Wells Fargo Bank. NA: Branch—London. 
T?n glft.nd . 

• • • eve 

To Form a Bank Holding Company 
Pursuant to Section 3(a) (1) of the Bank 
Holding Company Act of 1956. 

Citizens Bancorp. Inc.. Hartford City, Indi¬ 
ana. for approval to acquire 80 percent or 
more of the voting shares of The Citizens 
State Bank. Hartford City. Indiana. 

Ottawa Bancaharee. Inc.. Ottawa. Kansas, for 
approval to acquire 100 percent of the 
voting shares of The Kansas State Bank. 
Ottawa. Kansas. 

American State Financial Corporation. Lub¬ 
bock. Texas, for approval to acquire 100 
percent of the voting shares (lass directors’ 
qualifying shares) of American State Bank. 
Lubbock, Texas. 

Marble Falls Financial Corporation. Marble 
Fails, Texas, for approval to acquire 81 
percent or more of the voting shares of 
The Home State Bank. Marble Falls, Texas. 

To Expand a Bank Holding Company 
Pursuant to Section 3(a) (3) of the Bank 
Holding Company Act of 1956. 

Huntington Bancshares Incorporated. Colum¬ 
bus. Ohio, for approval to acquire 100 per¬ 
cent (less directors’ qualifying shares) of 
the voting shares of the successor by 
merger to Bcllefontaino National Bank. 
Bellefontaine, Ohio. 

Huntington Bancshares Incorporated, Colum¬ 
bus, Ohio, for approval to acquire 100 per¬ 
cent (less directors* qualifying shares) of 
the voting shares of The Central National 
Bank of London, London, Ohio. 

National City Corporation. Cleveland. Ohio, 
for approval to acquire 100 percent of the 
voting shares of National Union Bank, 
Columbiana, Ohio. 

Equitable Bancarpo ration. B&lltmore. Mary¬ 
land. for approval to acquire 100 percent 
of the voting shares of the successor by 
merger to University National Bank. Rock¬ 
ville. Maryland 

First Bankers Corporation of Florida. Pom¬ 
pano Beach, Florida, for approval to acquire 
80 percent of the voting shares of First 
National Bank of Cape Canaveral, Cape 
Canaveral. Florida. 

First Olenrock Corporation, Olenrock, Wyo¬ 
ming. for approval to acquire an additional 
64.49 percent of the voting shares of First 
National Bank of Olenrock, Olenrock, 
Wyoming. 

• • • • • 

To Expand a Bank Holding Company 
Pursuant to Section 4(c) (8) of the Bank 
Holding Company Act of 1956. 

Citicorp, New York. New York, notification 
of intent to engage in de novo activities 
(making consumer Installment sales fi¬ 
nance contracts; and acting as agent or 
broker for the sale of credit related life/ 
accident and health insurance) at Centre 
71. 71st Street and Memorial Drive, Tulsa. 


Oklahoma and Southroads Shopping Cen¬ 
ter. 4945 E. 41st Street, Tulsa, Oklahoma, 
through Its subsidiary. Citicorp Person-to- 
Person Financial Center (6-13-77).* 

Citicorp, New York. New York, notification 
of intent to relocate de novo activities 
< making of consumer installment personal 
loans, purchasing consumer installment 
sales finance contracts; sale of credit re¬ 
lated ilfe/accident and health insurance; 
sale by a licensed agent of insurance which 
protects personal property) from 5935 E. 
Admiral Place, Tulsa. Oklahoma, to Main 
Park Plaza. Tulsa,* Oklahoma, through Its 
subsidiary. Nationwide Financial Services 
Corporation (6-13-77).* 

Citicorp, New York. New York, notification 
of Intent to relocate de novo activities 
(purchasing consumer installment sales 
finance contracts for its own account; sale 
of credit related llfe/accldent and health 
insurance; sale by a licensed agent of In¬ 
surance which protects personal property) 
from 4305-07 Plank Road. Baton Rouge. 
Louisiana, to Village Square Shopping Cen¬ 
ter, College Drive and 1-10. Baton Rouge. 
Louisiana, through Its subsidiary. Nation¬ 
wide Financial Services Corporation (6- 
15-77).* 

Republic New York Corporation, New York. 
New York, for permission to retain Repub¬ 
lic Clearing Corporation. New York, New 
York (to engage in acting as a future 
commission merchant for execution of 
future contracts covering gold and sliver 
bullion and coins on contract markets of 
which Republic Clearing Corporation Is a 
member). 

8aban, S A.. Panama City. Republic of Pan¬ 
ama. Trade Development Bank Holding, 
S.A. City of Luxembourg. Orand Duchy 
of Luxembourg and Trade Development 
Bank. Geneva. Switzerland, for permis¬ 
sion to retain Republic Clearing Corpora¬ 
tion, New York, New York (to engage in 
acting as a future commission merchant 
for execution of future contracts cover¬ 
ing gold and stiver bullion and coins on 
contract markets of which Republic Clear¬ 
ing Corporation Is a member). 

Philadelphia National Corporation, Phila¬ 
delphia. Pennsylvania, notification of in¬ 
tent to engage in de novo activities (sec¬ 
ond mortgage lending which consists of 
making personal installment loans secured 
by mortgages other than first Hens on the 
borrowers' real estate and by security In¬ 
terests in personal property of the bor¬ 
rowers; selling credit life insurance in 
connection with such personal Installment 
loans and reinsuring such insurance 
through Patrick Henry Life Insurance 
Company, an indirect subsidiary of Phila¬ 
delphia National Corporation) at 3600 
North Duke Street. North Duke Mall. Dur¬ 
ham, North Carolina, and 530 East Innes 
Street, Salisbury. North Carolina, through 
an Indirect subsidiary. Signal Mortgage 
Corporation of North Carolina (6-9-77).* 

Pittsburgh National Corporation. Ptttaburgh. 
Pennsylvania, notification of intent to en¬ 
gage In de novo activities (leasing personal 
property or acting as agent, broker, or ad¬ 
viser In leasing such property on a full 
payout basis In accordance with the pro¬ 
visions of Section 225.4 of Regulation Y 
of the Federal Reserve System) at Pitts¬ 
burgh National Building. Fifth Avenys 
and Wood Street, Pittsburgh, Pennsyl¬ 
vania. through Its wholly owned subsidi¬ 
ary, Pittsburgh National Leasing Corpora¬ 
tion (6-13-77) .* 

Union Trust Bancorp, Baltimore, Maryland, 
notification of intent to engage In de novo 
activities (making installment loans to 
individuals for personal. family or house¬ 
hold purposes; purchasing sales finance 


contracts executed In connection with the 
sale of personal, family or household goods 
or services; acting as agent In the sale 
of credit life and credit accident and 
health insurance directly related to its ex¬ 
tensions of credit; and acting aa agent in 
the sale of Insurance protecting collateral 
held against Its extensions of credit) at 
119 East Innes Street. Salisbury, North 
Carolina, through Its subsidiaries. Land¬ 
mark Financial Corporation of North Caro¬ 
lina and Landmark Mortgage Corporation 
(wholly owned subsidiaries of Landmark 
Financial Services. Inc.) (6-13-77).* 

Southwest Florida Banks, Inc., Fort Myers, 
Florida, notification of Intent to engage In 
de novo activities (providing, as agent. 
In connection with extensions of credit 
by Applicant's subsidiary banks. Insurance 
assuring repayment of such an extension 
of credit in the event of death or disa¬ 
bility of the borrower) at 2400 First 
8treet. Fort Myers; 4301 Palm Beach Bou¬ 
levard. Fort Myers; 2525 Estero Boulevard, 
Fort Myers Beach; First Commercial Bank 
of Fort Myers, College Parkway; Fort Myers; 
6848 North Cleveland Avenue. North. 
Fort Myers; 601 Fifth Avenue, South, Na¬ 
ples; 2001 Siesta Drive. Sarasota; 6525 
South Tamlaml Trail, Sarasota; and 2180 
South Tamlaml Trail. Venice, all located 
In Florida, through a subsidiary. South¬ 
west Financial Services, Inc. (6-17-77).* 

Ottawa Bancshares. Inc.. Ottawa, Kansas, 
for approval to acquire the assets of Credit 
Life Insurance Agency. Ottawa. Kansas. 

BankAmerlca Corporation. San Francisco, 
California, notification of Intent to relo¬ 
cate de novo activities (making and ac¬ 
quiring. for its own account loans and 
other extensions of credit such as would 
be made or acquired by a finance company; 
such activities will Include, but not be 
limited to, making loans and other exten¬ 
sions of credit to small businesses, pur¬ 
chasing Installment sales finance con¬ 
tracts. and making loans secured by real 
property; acting as agent or broker for the 
sale of credit related life and credit re¬ 
lated accident and disability Insurance and 
credit related property insurance in con¬ 
nection with extensions of credit made or 
acquired by Finance America Mortgage 
Services, Inc.) from 490 Valley Street to 50 
Bridge Street, Manchester. New Hampshire, 
through its Indirect subsidiary, Flnance- 
Amerlca Mortgage Services. Inc. (6-9-77).* 

Security Pacl-c Corporation. Loe Angeles. 
California, notification of intent to relo¬ 
cate de novo activities (making or acquir¬ 
ing. for Its own account or for the account 
of others, loans and other extensions of 
credit including secured and unsecured 
consumer, commercial and agricultural 
loans, sale contracts and other forms of 
receivables, and such other types of loans 
and credit extensions as are customarily 
made or acquired by a finance company; 
and acting as broker or agent for the sale 
of credit-related llfe/accldent and health 
insurance and credit-related property and 
casualty insurance) from 110 N. Wcwoka. 
Wewoka, Oklahoma to 1707 N. Milt Phillips 
Avenue, Seminole. Oklahoma, through Us 
subsidiary. The Bankers Investment Com¬ 
pany (6-10-77).* 

Security Pacific Corporation, Los Angeles, 
California, notification of intent to engage 
in de novo activities (the financing of 
personal property and equipment and real 
property and the leasing of such prop¬ 
erty or the acting as an agent, broker, or 
adviser In the leasing and/or financing 
of such property where at the Inception 
of the Initial lea** the effect of the trans¬ 
action (and, with respect to governmental 
entitles only, reasonably anticipated fu- 
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ture transaction* i will yield a return that 
will compensate the lessor for not leas 
than the lesor's full investment in the 
property plus the estimated total cost of 
financing the property over the term of the 
lease and the servicing of such financings 
and/or leases as is authorized by the Fed* 
era] Reserve Board under Regulation T 
and the Bank Holding Company Act) at 
6100 Westhelmer, Houston. Texas, through 
Its subsidiary. Security Pacific teasing 
Corporation (0-0-77) .» 

Security Pacific Corporation, tea Angeles. 
California, notification of intent to re* 
locate de novo activities (the origination 
and acquisition of mortgage loans Includ¬ 
ing development and construction loans 
on multi-family and commercial properties 
for its own account or for the sale to 
others and the servicing of such loans for 
others) from 8316 Claremont Mesa Boule¬ 
vard to 601 Camino de la Rclna. San Diego. 
California, through It* subsidiary. Secu¬ 
rity Pacific Mortgage Corporation (6- 
13-77).• 

Wells Fargo k Company. San Francisco. Cali¬ 
fornia, notification of intent to relocate 
de novo activities (making or acquiring, 
for it* own account or for the account of 
others, loans and other extension* of 
credit; servicing loans and other exten¬ 
sions of credit for other persons: meting as 
an Insurance agency or broker with re¬ 
spect to the following types of Insurance 
that are directly related to the extension 
of credit by Wells Fargo k Company or Its 
subsidiaries credit life and credit accident 
and health Insurance and mortgage re¬ 
demption life insurance and group mort¬ 
gage disability insurance) from One East 
Kirtvt Street to 1135 Terminal Way. Reno. 
Nevada, through its subsidiaries, Wells 
Fargo Mortgage Company and WFMC 
Corporation (6-10 77).* 

Wells Fargo k Company. San Francisco. Cali¬ 
fornia. notification of intent to engage In 
de novo activities (making or acquiring, 
for its own account or for the account of 
others, loans and other extensions of 
credit; servicing loans and other exten¬ 
sions of credit for other persons; acting as 
an Insurance agent or broker with respect 
to the following types of Insurance that 
are directly related to the extensions of 
credit by Weils Fargo & Oomnany or its 
subsidiaries; credit life and credit acci¬ 
dent and health Insurance and mortgage 
redemption life Insurance and group mort¬ 
gage disability Insurance) at 23 W Os¬ 
born Road. Phoenix. Arizona, through Its 
subsidiary. Wells Fargo Mortgage Company 
and WFMC Corporation (6-14-77).* 

• 0 0 0 * 
Reports Receded 

Current Report fled Pursuant to Sec¬ 
tion 13 of the Securities Exchange Act. 

The Sylvanla Savings Bank Company. Syl¬ 
van*. Ohio. 


Petitions for Rulemaking 
None. 

Board of Governors of the Federal Re¬ 
serve System. July 1. 1977. 

Griffith L. Garwood. 
Deputy Secretary of the Board . 

[FR Doc 77-19404 Filed 7-7-77:8:46 am) 


K & B PRODUCERS. INC. 
Acquisition of Bank 

K k B Producers. Inc.. Wichita, Kan¬ 
sas. has applied for the Board's approval 


under |3<a)(3) of the Bank Holding 
Company Act (12 UB.C. 5 1842(a) (3) > 
to acquire 24.9 per cent of the voting 
shares of Twin Lakes Financial Corpo¬ 
ration. Wichita. Kansas. The factors that 
are considered in acting on the applica¬ 
tion are set forth in ft 3(0 of the Act 
(12 UB.C. 1842(0). 

The application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank of Kansas 
City. Any person wishing to comment on 
the application should submit views in 
writing to the Reserve Bank to be re¬ 
ceived not later than July 26. 1977. 

Board of Governors of the Federal Re¬ 
serve System. June 30. 1977. 

Griffith L. Garwood. 

Deputy Secretary of the Board. 

|FR Duc.77-19405 Filed 7-7-77;8:45 am) 


LAKE VIEW BANCORP., INC. 

Formation of Bank Holding Company 

Lake View Bancorp.. Inc., Northbrook, 
Illinois, has applied for the Board's ap¬ 
proval under ft 3(a)(1) of the Bank 
Holding Company Act (12 UB.C. ft 1842 
(aMl)) to become a bank holding com¬ 
pany through acquisition of. 99.9 percent 
of the voting shares of Lake View Trust 
and Savings Bank, Chicago. Illinois. The 
factors that are considered in acting on 
the application are set forth in ft 3<c) of 
the Act <12 U.8.C. 5 1842(c)). 

The ftoollration mav be Inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank of Chicago. 
Any person wishing to comment on the 
application should submit views in writ¬ 
ing to the Secretary, Board of Governors 
of the Federal Reserve System. Wash¬ 
ington, D.C. 20551 to be received no later 
than July 28.1977. 

Board of Governors of the Federal Re¬ 
serve System. June 30, 1977. 

Griffith L. Garwood, 
Deputy Secretary of t/ie Board. 

| FR Doc 77-19406 Filed 7-7-77:8:45 am| 


MIDLAND CAPITAL CO. 

Order Approving Formation of Bank Hold¬ 
ing Company and Acquisition of Midland 
Mortgage Co. 

Midland Capital Co., Oklahoma City, 
Oklahoma, has applied for the Board's 
approval under 13(a)(1) of the Bank 
Holding Company Act (12 U.8.C. ft 1842 
(aMl)) of formation of a bank holding 
company through acquisition of 100 per 
cent of the voting shares of North¬ 
west Bank, Oklahoma City, Oklahoma 
("Bank"). 

Applicant has also applied, pursuant 
to ft 4<c)<8> of the Act (12 UB.C. ft 1843 
<c) (8)) and ft 225.4(b) (2) of the Board’s 
Regulation Y. for the Board's approval 
to acquire 75 percent of the voting shares 
of Midland Mortgage Co.. Oklahoma 
City. Oklahoma (‘'Mortgage'*), a com¬ 
pany principally engaged directly and 
through a wholly owned subsidiary. 
Johns ton-Records Co., in the general 


business of mortgage banking, including 
the origination and servicing of conven¬ 
tional. FHA and VA residential and com¬ 
mercial mortgages. 1 The mortgage bank¬ 
ing activities that Applicant proposes to 
engage in have been determined by the 
Board to be closely related to banking 
<12 CJF.R. ft 225.4(a)(1)). 

Notice of the applications, affording 
opportunity for interested persons to 
submit comments and views, has been 
given in accordance with Sft3 and 4 of 
the Act (42 FR 26247). The time for 
filing comments and views has expired, 
and the Board has considered the appli¬ 
cations and all comments received in 
light of the factors set forth in ft 3(c) of 
the Act and the considerations specified 
in ft 4(0 (8) of the Act 

Applicant is a non-operating corpora¬ 
tion organized for the purposes of be¬ 
coming a bank holding company through 
the acquisition of Bank and of engaging 
in the general business of mortgage 
banking through the acquisition of 
Mortgage. Bank, with deposits of ap¬ 
proximately $24.5 million, holds approxi¬ 
mately 0.2 per cent of total commercial 
bank deposits in the State and is the 
35th largest banking organization in the 
Oklahoma City market. 1 controlling 0.7 
per cent of the total deposits therein. 
Inasmuch as Applicant has no existing 
operations, consummation of the pro¬ 
posal insofar as it relates to the acquisi¬ 
tion of Bank would have no adverse 
effects on existing or potential competi¬ 
tion. Accordingly, the Board concludes 
that considerations relating to the com¬ 
petitive factors are consistent with ap¬ 
proval of the application U> become a 
bank holding company. 

The financial and managerial re¬ 
sources and future prospects of Appli¬ 
cant, which are dependent upon those of 
Bank and Mortgage, are considered satis¬ 
factory and consistent with approval of 
the application to become a bank hold¬ 
ing company. The debt to be incurred by 
Applicant appears to be serviceable pri¬ 
marily from dividends to be derived from 
Bank and Mortgage without having ad¬ 
verse effects on the financial condition 
of either Bank or Mortgage. Therefore, 
considerations relating to banking fac¬ 
tors are regarded as being consistent with 
approval. Consummation of the proposed 
transaction would result in an organiza¬ 
tion that appears capable of enhancing 
Bank's ability to improve its operating 
efficiency and thereby become a stronger 


* Mortgage also currently own* 100 percent 
of Midland Property Management Co. and 
Midland Center Co. These corporation* exist 
aolely for the purpose of owning Midland 
Realty Co., a general partnership that hold* 
title to and operates Midland Center, an 
office building In downtown Oklahoma City 
In which Mortgage's head office 1* located 
Disc union of the acquisition of Midland Cen¬ 
ter appears Infra. 

»The relevant market for both banking 
and the origination of mortgage loans I* ap¬ 
proximated by the five-county Oklahoma 
City, Oklahoma 8MSA. Within this market 
there are 76 banka. 15 savings and loan as¬ 
sociation*, and some of the largest mortgage 
companies In the country. 
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competitor within the market. Accord¬ 
ingly, considerations relating to con¬ 
venience and needs are consistent with 
approval. It is the Board s judgment that 
the proposed acquisition of Bank would 
be in the public interest and that the ap¬ 
plication to become a bank holding com¬ 
pany should be approved. 

In connection with the application to 
Decome a bank holding company. Appli¬ 
cant has also applied for approval to 
acquire 75 per cent of the outstanding 
voting shares of Mortgage, a company 
that, along with its wholly owned sub¬ 
sidiary* Johnston-Records Co., engages 
in the general business of mortgage 
banking, as described above, at four loca¬ 
tions in the Oklahoma City area and in 
Lawton, Tulsa, and Broken Arrow. 
Oklahoma; Tucson. Phoenix, and Pres¬ 
cott. Arizona; Houston and San Antonio. 
Texas; Denver. Colorado Springs, Pueblo, 
and Canon City. Colorado; and Tustin. 
California.* As of July 31.1976. Mortgage 
ranked as the 56th largest mortgage 
servicer In the United States, with a 
mortgage loan servicing portfolio of 
$515.5 million. During 19*6, it originated 
in excess of $121 million In residential 
and commercial loans. 

Bank and Mortgage are presently un¬ 
der common ownership. Bank having 
been acquired by a principal of Mortgage 
during the latter half of 1976. Bank and 
Mortgage both compete in the Oklahoma 
City market in the origination of mort¬ 
gage loans on 1-4 family residential 
properties. During 1976. Mortgage orig¬ 
inated $19.5 million of such mortgages 
while Bank originated $0 4 million. Ap¬ 
proval of Applicant s proposal would 
have some adverse effects on competition 
in the origination of loans on 1-4 family 
residential properties in the relevant 
market, but the Board does not regard 
such effects as being particularly signifi¬ 
cant in view of the relatively small mar¬ 
ket shares (Bank and Mortgage ac¬ 
counted for about three percent of the 
1-4 family mortgage originations) and 
the large number of competitors within 
the market. On the other hand, consum¬ 
mation of the proposal whereby Appli¬ 
cant will acquire Bank and Mortgage will 
result In a well-managed and financially 
strong organization with resources capa¬ 
ble of providing an Increased variety of 
banking and mortgage activities to the 
public. The Board regards such results 
as positive factors in its consideration 
of the proposal. In addition, with respect 
to other considerations, the Board finds 
no evidence in the record that cons urn - 


* Prior to July 31,1976, Mortgage held stock 
twncrshlp Interests in various other com¬ 
panies engaged In certain activities not here¬ 
tofore deemed permissible for bank holding 
companies. Through a series of transactions 
on July 31.1976. Mortgage divested its owner¬ 
ship Interests In all but one of these com¬ 
panies. On April 26. 1977. Mortgage com¬ 
peted its series or planned divestitures 
through the sale of Midmark Co . a company 
*ho*t only activity was the shared operation 
°* an airplane that Mortgage uses In con¬ 
nection with Its mortgage banking business. 


matlon of the proposal would result in an 
undue concentration of resources, con¬ 
flicts of interests, unsound banking prac¬ 
tices or other adverse effects upon the 
public interest. 

In connection with the application to 
acquire Mortgage, the Board has also 
considered Mortgage's ownership of 100 
percent of the shares of Midland Prop¬ 
erty Management Co. and Midland Cen¬ 
ter Co., both of which are essentially 
inactive corporations that exist for the 
sole purpose of owning Midland Realty 
Co., a general partnership that holds title 
to and operates Midland Center, an office 
building In downtown Oklahoma City, 
Oklahoma, that serves as the head office 
for Mortgage's operation. Mortgage cur¬ 
rently occupies approximately 18.9 per¬ 
cent of the total available space in Mid¬ 
land Center with the remainder leased 
to third parties with an annual rental 
of approximately $600,000. Although Ap¬ 
plicant has indicated that It and its sub¬ 
sidiaries ultimately plan to occupy all of 
the space in Midland Center and that it 
expects to occupy up to 25 percent of the 
building through the establishment of a 
data processing system for Mortgage's 
operation, it is estimated that it will be 
nine years before the building is at least 
50 percent occupied by Applicant. 

Based upon these facte and Applicant's 
projections for the future utilization of 
Midland Center, the Board is unable to 
conclude that Applicant's interest in 
Midland Center Is insignificant or that it 
should be regarded as “incidental activi¬ 
ties . . . necessary’ to carry on the ac¬ 
tivities" of Mortgage, within the mean¬ 
ing of fi 225.4(a) of Regulation Y. Ac¬ 
cordingly. under 9 4(a) (2) of the Act, 
Applicant is required to dispose of its 
direct or indirect ownership or control of 
Midland Center within two years from 
the date it becomes a bank holding com¬ 
pany. 

Based on the foregoing and other con¬ 
siderations reflected in the record, the 
Board has determined that the consider¬ 
ations affecting the competitive factors 
under 9 3(c) of the Act and the balance 
of the public interest factors set forth In 
$ 4(c) (8) of the Act both favor approval 
of Applicant’s proposed transaction, and 
that these applications should be ap¬ 
proved. * 

The acquisition of Bank shall not be 
made before the thirtieth calendar day 
following the effective date of this Order; 
and neither the acquisition of Bank nor 
the commencement of the above-de¬ 
scribed mortgage business activities shall 
be accomplished later than three months 
after the effective date of this Order, un¬ 
less such period is extended for good 
cause by the Board, or with respect to 
Bank, by the Federal Reserve Bank of 
Kansas City pursuant to delegated au¬ 
thority. and, with respect to Mortgage, 
pursuant to authority hereby delegated. 
The determination as to Applicant's pro¬ 
posed non-banking activities is also sub¬ 
ject to the conditions set forth in 9 225.4 
(c) of Regulation Y and to the Board's 
authority to require such modification or 
termination of tho activities of a holding 


company or any of its subsidiaries as 
the Board finds necessary to assure com¬ 
pliance with the provisions and purposes 
of the Act and the Board’s regulations 
and orders issued thereunder, or to pre¬ 
vent evasion thereof. 

By order of the Board of Governors.* 
effective June 30.1977. 

Griffith L. Garwood. 

Deputy Secretary of tfie Board. 

[PR Doc.77-19407 PUed 7-7-77:8 45 am| 


PIEDMONT BANK 

Order Approving Application for Merger of 
Banks 

Piedmont Bonk. Collinsville. Henry 
County. Virginia, an organizing State 
bank which has applied for membership 
in the Federal Reserve System, has ap¬ 
plied to the Board of Governors of the 
Federal Reserve System for prior ap¬ 
proval pursuant to the Bank Merger Act 
(12 U.S.C. 4 1842(0) to merge with 
Piedmont Trust B*nk. Collinsville, Vir¬ 
ginia. a member State bank of the Fed - 
oral Reserve System, the resulting bank 
to operate under the charter of Pied¬ 
mont Bink and with the name of Pied¬ 
mont Trust Bank. The Application is to 
be acted upon by the Federal Reserve 
Bank of Richmond < Reserve Bank) un¬ 
der authority delegated by the Board of 
Governors (12 CFR 265 >. 

As required by the Bank Merger Act. 
notice of proposed merger, in form ap¬ 
proved by the Bo:«rd of Governors, has 
been published and reports on competi¬ 
tive factors have bean requested from 
the Attorney General, the Comptroller of 
the Currency, and the Federal Deposit 
Insurance Corporation. The Reserve 
Bank has considered the application and 
all comments and reports received in 
light of the factors set forth in the Act. 

On the basis of the record in this cose, 
the application is approved for the rea¬ 
sons summarized in the Reserve Bank’s 
Order of this date relating to the applica¬ 
tion of Piedmont Bankgroup Incorpo¬ 
rated to acquire the successor by merger 
to the Piedmont Trust Bank. The trans¬ 
action shall not be consummated (a> be¬ 
fore the thirtieth calendar day following 
the effective date of this Order or <b> 
later than three months after the ef¬ 
fective date of this Order, unless such 
period is extended for good cause by the 
Board of Governors of the Federal Re¬ 
serve System or by the Federal Re¬ 
serve Bank of Richmond pursuant to 
delegated authority. 

By order of the Federal Reserve Bank 
of Richmond, acting pursuant to dele¬ 
gated authority for the Board of Gov¬ 
ernors of the Federal Reserve Svstem, 
effective June 30.1977. 

Robert P. Black. 

Frestdent . 

|FR Doc.77-19408 Piled 7-7-77:8.45 ami 


♦ Voting for this acuon: Vice Chairman 
Gardner and Governors Waliich. Jackson. 
Partee and LIUy Atwent and not voting: 
Chairman Burns and Governor Coidwcll. 
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PIEDMONT BANKGROUP INC. 

Order Approving Formation of Bank 
Holding Company 

Piedmont Bankgroup Incorporated. 
Martinsville. Virginia <Applicant), has 
applied for prior approval under Section 
3(a)(1) of the Bank Holding Company 
Act (12 U.S.C. * 1842(a)(1)) to become 
a bank holding company through the 
acquisition of 100 percent of the voting 
shares of the successors by merger to 
the Piedmont Trust Bank (Piedmont). 
Collinsville. Virginia, a State member 
bank and the Bank of Carroll (Carroll), 
Hillsvllle. Virginia, a State nonmember 
bank. The banks Into which Piedmont 
and Carroll are to be merged have no 
significance except as a means to facili¬ 
tate the acquisition of the voting shares 
of the two banks. Accordingly, the pro¬ 
posed acquisition of the success or orga¬ 
nizations are treated herein as the pro¬ 
posed acquisition of the shares of the 
banks. The application is to be acted 
upon by the Federal Reserve Bank of 
Richmond (Reserve Bank) under au¬ 
thority delegated by the Board of Gov¬ 
ernors < 12 CJMt. 265). 

Notice of the receipt of the applica¬ 
tion, affording opportunity for interested 
persons to submit comments and views, 
has been given in accordance with Sec¬ 
tion 3(b) of the Act. and the time for 
filing comments and views has expired. 
The Reserve Bank has considered the 
application and all comments received 
in light of the factors set forth in Sec¬ 
tion 3(C) of the Act (12 UB.C. § 1842 
(c>). 

Applicant has no present operations 
and the two banks to be acquired are 
located in distinctly separate commer¬ 
cial banking markets. Piedmont ranks 
second with 35.8 percent of deposits in 
Henry County and the City of Martins¬ 
ville while Carroll ranks fourth with 6.9 
percent of deposits in Carroll County and 
the City of Galax. These relative posi¬ 
tions will not be influenced by holding 
company affiliation and. under State law, 
neither bank may establish de novo 
branches in the market of the other. 
Consummation of the proposal, there¬ 
fore. would eliminate neither existing 
nor potential competition and would not 
appear to have any adverse effects on 
other banks in the respective areas. Con¬ 
sequently, the factors related to compe¬ 
tition are consistent with approval. 

The banking factors, including future 
prospects and managerial resources of 
Applicant, are considered satisfactory. 
Therefore, convenience and needs of 
community should be served and arc 
consistent with approval. In particular, 
it apnears that the acquisition of Carroll 
would enable the latter to offer a full 
•line of banking services and become 
more responsive to the banking needs 
within its market. Accordingly, it is the 
Reserve Bank's judgment that the pro¬ 
posed transaction would be in the public 
interest and that the application may be 
approved. 

On the basis of the record, the ap¬ 
plication is approved for the reasons 
summarized above. The transaction shall 


NOTICES 

not be consummated (a) before the thir¬ 
tieth calendar day following the effective 
date of this Order or <b) later than 
three months after the effective date of 
this Order, unless such period is ex¬ 
tended for good cause by the Board of 
Governors of the Federal Reserve Sys¬ 
tem or by the Federal Reserve Bank of 
Richmond pursuant to delegated au¬ 
thority. 

By order of the Federal Reserve Bank 
of Richmond, acting pursuant to dele¬ 
gated authority for the Board of Gov¬ 
ernors of the Federal Reserve System, 
effective June 30,1977. 

Robert P. Black. 

President. 

|FR Doc.77-19400 Filed 7-7-77;8:45 am] 


REPUBLIC OF TEXAS CORP. 

Acquisition of Bank 

Republic of Texas Corporation. Dallas, 
Texas, has applied for the Board's ap¬ 
proval under § 3(a)(3) of the Bank 
Holding Company Act <12 U.8.C. 5 1842 
(a)<3>) to acquire 100 percent, less di¬ 
rectors' qualifying shares, of the voting 
shares of First Bank & Trust, Carollton, 
Texas. The factors that are considered 
in acting on the application are set 
forth to §3(0 of the Act (12 UJ3.C. 
§ 1842(0). 

The application may be inspected at 
the offices of the Board of Governors 
or at the Federal.Reserve Bank of Dallas. 
Any person wishing to comment on the 
application should submit views to writ¬ 
ing to the Secretary, Board of Gover¬ 
nors of the Federal Reserve System, 
Washington. DC. 20551, to be received 
not later than July 29. 1977. 

Board of Governors of the Federal Re¬ 
serve System. July 1.1977. 

Griffith L. Garwood. 

Deputy Secretary of the Board . 

|FR Doc.77-19410 Filed 7-7-77;8:45 am) 


SIERRA PETROLEUM CO., INC. 

Acquisition of Bank 

Sierra Petroleum Co.. Inc.. Wichita, 
Kansas, has applied for the Board's ap¬ 
proval under § 3(a)(3) of the Bank Hold¬ 
ing Company Act (12 U.8.C. § 1842(a) 
(3>) to acquire 24.9 percent of the vot¬ 
ing shares of Twin Lakes Financial Cor¬ 
poration, Wichita. Kansas. The factors 
that are considered to acting on the 
application are set forth in § 3<c> of 
the Act (12U.S C. § 1842(C)). 

The application may be inspected at 
the offices of the Board of Governors 
or at the Federal Reserve Bank of Kansas 
City. Any person wishing to comment on 
the application should submit views in 
writing to the Reserve Bank to be re¬ 
ceived not later than July 26. 1977. 

Board of Governors of the Federal Re¬ 
serve System, June 30.1977. 

Griffith L. Garwood. 

Deputy Secretary of the Board. 

|FR Doc.77-19411 Filed 7-7-77;8:45 am| 


TWIN LAKES FINANCIAL CORP. 

Formation of Bank Holding Company 

Twin Lakes Financial Corporation, 
Wichita, Kansas, has applied for the 
Board's anproval under § 3(a)(1) of the 
Bank Holding Company Act (12 U.S.C. 
§ 1842(a)(1)) to become a bank holding 
company through acquisition of 98.9 per 
cent of the voting shares of Twin Lakes 
State Bank. Wichita, Kansas. The fac¬ 
tors that are considered in acting on the 
application are set forth to § 3(c) of the 
Act (12UB.C. § 1842(c)). 

The application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank of Kansas 
City. Any person wLtotog to comment on 
the application should submit views to 
writing to the Reserve Bank, to be re¬ 
serve System. June 30,1977. 

Board of Governors of the Federal Re¬ 
serve System. June 30. 1977. 

Griffith L. Garwood, 
Deputy Secretary of the Board. 

|FR Doc.77-19412 Filed 7-7-77;8:46 am] 


DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Food and Drug Administration 
ADVISORY COMMITTEES 
Notice of Meetings; Correction 

In FR Doc. 77-16958 appearing on 
page 30888 in the Federal Register of 
Friday. June 17. 1977; On page 30891, 
entry No. 8. “Neurological Device Class¬ 
ification Panel," under the column "Type 
of meeting and contact person," is cor¬ 
rected to read "Open public hearing 
July 22. 9 arn. io 10 a m.; open commit¬ 
tee discussion July 22, 10 a.m. to 4 p m.; 
July 23. 9 a.m. to 4 pjn. • • V* 

Dated July 1.1977. 

William F. Randolph, 

Actina Associate Commissioner 
for Compliance . 

(FR Doc. 77-19401 Filed 7-7-77; 8:45 &m| 


(Docket No. 77N-0166J 

ELANCO PRODUCTS CO„ ET AL 

Penicillin-Streptomycin Premixes; Exten¬ 
sion of Time To File Data Supporting 
Request for Hearing 

AGENCY: Food and Drug Administra¬ 
tion. 

ACTION: Notice. 

SUMMARY: This notice extends to 
August 10. 1977, the time for filing data 
upon which a request for hearing relies 
concerning a proposal to withdraw ap¬ 
proval of new animal drug applications 
< N ADA's) for penicillin-streptomycin 
premixes. 

DATES: Written appearances request¬ 
ing a hearing must be submitted by July 
11. 1977; data supporting the request 
must be filed by August 10.1977. 

ADDRESS: Written submissions to the 
Healing Clerk (HFC-20), Food and 
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Drug Administration. Room 4-65. 5600 
Fishers Lane, Rockville. Md. 20857. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Donald Cable. Bureau of Veterinary 

Medicine <HFV-100), Food and Drug 

Administration, the Department of 

Health. Education, and Welfare. 5600 

Fishers Lane, Rockville, Md. 20857, 

(301-448-4313). 

SUPPLEMENTARY INFORMATION: 
The Food and Drug Administration 
iFDA) Is extending until August 10,1977, 
the time for filing data to support a re¬ 
quest for hearing on the notice of op¬ 
portunity for hearing, published in the 
Federal Register of June 10. 1977 (42 
FR 29999). proposing to withdraw ap¬ 
proval of new animal drug applications 
providing for use of penicillin-strepto¬ 
mycin premixes. 

The June 10. 1977. notice gave Inter¬ 
ested persons until July 11. 1977. to file 
the data. 

The Director of the Bureau of Veter¬ 
inary Medicine. FDA. has received a 
request for an extension of an additional 
30 days to respond to the subject notice. 
Because of the amount of scientific ma¬ 
terial which must be reviewed and eval¬ 
uated. the request for an additional 30 
days is granted. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (sec. 512. 82 
8tat. 343-351 (21 U.S.C. 360b)) and 
under authority delegated to the Com¬ 
missioner (21 CFR 5.1 > and redelegated 
to the Director of the Bureau of Veter¬ 
inary Medicine (21 CFR 5.84) (formerly 
21 CFR 5.29 prior to recodification pub¬ 
lished In the Federal Register of 
March 22. 1977 <42 FR 15553) >. the time 
for filing data to support requests for a 
hearing on the subject notice is extended 
to August 10. 1977. 

Dated: July l. 1977. 

C. D. Van Houweling, 
Director . Bureau of 
Veterinary Medicine. 

| PH Doc.77-19402 Filed 7-7-77:8:45 H.m.| 


(Docket No. 77F-0170J 

GEORGIA PACIFIC CORP. 

Notice of Filing of Food Additive Petition 

AGENCY: Food and Drug Administra¬ 
tion. 

ACTION: Notice. 

SUMMARY: Georgia-Pacific Corpora¬ 
tion has filed a petition proposing that 
the food additive regulations be amended 
to provide for the safe use of a certain 
polyamldol-eplchlorohydrin resin in the 
manufacture of paper and paperboard 
for food-contact use. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

John J. McAuliffe. Bureau of Foods 
< HFF-334 >. Food and Drug Adminis¬ 
tration, Department of Health, Edu¬ 
cation. and Welfare. 200 C Street 
SW.. Washington. D.C. 20204 <202- 
472-5690). 


SUPPLEMENTARY INFORMATION: 
Pursuant to provisions of the Federal 
Food. Drug, and Cosmetic Act (sec. 
409(b)(5). 72 Stat. 1786 (21 U6.C. 
348(b) (5))). notice is given that a peti¬ 
tion iFAP 6B3196) has been filed by 
Schuyler. Birch. Swindler. McKJe & 
Beckett. 1000 Connecticut Avenue NW.. 
Washington. D C. 20036. on behalf of 
Georgia-Pacific Corp., proposing that 
I 176.170 Components of paper and 
paperboard in contact with aqueous 
and fatty foods (21 CFR 176.170. form¬ 
erly 8 121.2526. prior to recodiflcaUon 
published in the Federal Register of 
March 15. 1977 (42 FR 14303)), be 
amended to provide for the safe use of 
polyamldol-eplchlorohydrin resin, modi¬ 
fied by reaction with formaldehyde, as 
a wet strength agent In the manufac¬ 
ture of paper and paperboard for food- 
contact use. 

The environmental Impact analysis re¬ 
port and other relevant materials have 
been reviewed, and it has been deter¬ 
mined that the proposed use of the ad¬ 
ditive will not have a significant envi¬ 
ronmental impact. Copies of the 
environmental impact analysis report 
may be seen in the office of the Hearing 
Clerk < HFC-20 >, Food and Drug Admin¬ 
istration. Rm 4-65, 5600 Fishers Lane, 
Rockville. Md. 20857, between the hours 
of 9 a.m. and 4 pm.. Monday through 
Friday. 

Dated: June 24.1977. 

Howard R. Roberts. 

Acting Director , 
Bureau of Foods. 

|KH Doc 77-19403 Filed 7-7-77:8:45 am| 


Food and Drug Administration 
(Docket No. 77P-OOC51 

U8BY. McNEILL & LIBBY, INC. 

Canned Fears Deviating From Identity 
Standards; Temporary Permit for Market 
Testing 

AGENCY: Food and Drug Administra¬ 
tion. 

ACTION: Notice. 

SUMMARY: This document announces 
that a temporary permit has been Issued 
to Libby. McNeill & Ubby. Inc., as re¬ 
quested. to market test a new style of 
canned pears designated as "chunky.” 
The finished product deviates from the 
standard of identity for canned pears. 

EFFECTIVE DATE: This permit is effec¬ 
tive for a period of 15 months beginning 
no later than October 6.1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Benjamin Gutterman. Bureau of Foods 
<HFF-402). Food and Drug Adminis¬ 
tration, Department of Health. Edu¬ 
cation. and Welfare, 200 C Street SW., 
Washington. D.C. 20204. <202-245- 
1231). 

SUPPLEMENTARY INFORMATION: A 
permit has been issued to Libby. McNeill 
& Libby, Inc.. 200 South Michigan Ave., 
Chicago, Ill. 60604. in accordance with 


I 130.17 <21 CFR 130.17, formerly § 10.5. 
prior to recodification published in the 
Federal Register of March 15, 1977 (42 
FR 14302)) concerning temporary per¬ 
mits to facilitate market testing of foods 
deviating from the requirements of the 
standards of identity promulgated under 
section 401 of Federal Food. Drug, and 
Cosmetic Act (21 U.S.C. 341). 

This permit allows the company to 
conduct interstate marketing tests of 
canned pears that deviate from the 
standard of identity prescribed in 8 145- 
175<a> (formerly 8 27 20. prior to recodi¬ 
fication published in the Federal Regis¬ 
ter of March 15. 1977 (42 FR 14302)) 
and provides for the temporary market¬ 
ing of pears cut into units predominately 
greater than tfe inch and less than 1*4 
inches In the largest dimension and 
designated as "chunky" pears, an 
optional style not provided for in the 
standard. The product will be packed in 
heavy syrup and will contain artificial 
strawberry flavor both of which are 
already provided for by the standard. 

This permit provides for the market 
testing of 50.000 cases of twenty-four 16- 
ounce cans of test product. The product 
will be packed bv Libby McNeill * Ubby. 
Inc., in Sunnvvate. California, and will 
be marketed in Western New York State, 
the States of Iowa and Nebraska* and 
the cities of Erie. Pennsylvania, and 
Moline and Rock Island. Illinois. 

In addition to the name "chunky 
pears." the principal display panel will 
contain the words "in heavy syrup." The 
ingredients used will be declared on the 
label In accordance with Part 101 <21 
CFR Part 101. formerly 21 CFR Part 1 
prior to reendifleation published in the 
Fromm. Register of March 15, 1977 (42 
FR 14302)). 

This permit is effective for a period of 
15 months beginning no later than 
October 6. 1977. 

Dated: June 29. 1977. 

William F. Randolph. 

Acting Associate Commissioner 
for Compliance. 

(FR Doc.77-19008 Filed 7-7-77;8:45 »m( 


(Docket No. 77N-0148) 

METABOLIC. INC. 

Hearing and Prehearing Conference on Pro¬ 
posed Revocation of U.S. License No. 415 

AGENCY: Food and Drug Administra¬ 
tion. 

ACTION: Notice. 

8UMMARY: This notice announces a 
formal evidentiary public hearing, and a 
prehearing conference, on the factual is¬ 
sues relating to the Bureau of Biologies' 
proposed revocation of U.S. License No. 
415 Issued to Metabolic. Inc., 4520 
Yoakum Blvd., Houston, TX. for the 
manufacture of four biological products 
at six locations. 

DATES: Hearing July 25. 1977, begin¬ 
ning at 9 a.m.: prehearing conference 
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July 19. beginning at 1 p.m.: written 
notices of participation by July 18. 

ADDRESSES: Prehearing conference 
and hearing will be held in FDA Hearing 
Room. Rm. 4A-35. 5690 Fishers Lane, 
Rockville. MD. 20857; written notices of 
participation identified by the above 
docket number to FDA Hearing Clerk, 
Rm. 4-65, 5600 Fishers Lane. Rockville, 
MD 20857. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

John F. Harty. Jr.. Compliance Regu¬ 
lations Policy Staff (HFC-10), Food 

and Drug Administration. Department 

of Health. Education, and Welfare, 

5600 Fishers Lane, Rockville, MD 

20857. 301-443-3480. 

SUPPLEMENTARY INFORMATION: A 
notice of opportunity for a hearing was 
published in the Federal Register of 
May 13. 1977 <42 FR 24328), on the Bu¬ 
reau of Biologies’ proposal to revoke U S. 
License No. 415. Significant deviations 
from standards for biological products 
and the failure to submit products for 
lot release and/or licensure were cited 
as grounds for the proposed revocation. 
The notice was pr ecede d by a suspen¬ 
sion, pursuant to 21 CFR 601.6, of certain 
locations operating under the license on 
February 25. 1977. The remaining loca¬ 
tions were suspended on April 26. 1977. 
The Notice of Opportunity for Hearing 
Invited the licensee to submit a written 
request for a hearing by June 13, 1977 
and data justifying a hearing by July 12, 
1977. Other interested persons were 
given until July 12. 1977 to submit com¬ 
ments on the proposed revocation. 

On May 3. 1977, the licensee, Meta¬ 
bolic. Inc., filed suit in the United States 
District Court for the Southern District 
of Texas to compel the Food and Drug 
Administration to release the suspension. 
Metabolic. Inc. $ et al. v. Joseph CaUtano. 
ct al < Civil No. H77CA676). On May 20. 
1977. the Court directed that Metabolic. 
Inc., pursue Its administrative remedy on 
the ultimate question of revocation as 
announced in the Federal Register of 
May 13. 1977, and postponed further ju¬ 
dicial proceedings until July 20. 1977. In 
consideration of the time limits imposed 
by the Court and to assure that submis¬ 
sion of comments by persons other than 
Metabolic, Inc., would not delay the ad¬ 
ministrative proceedings, a notice was 
published in the Federal Rxcister of 
May 31, 1977 <42 FR 27678) shortening 
the time for comments by such persons 
from July 12 to June 13. 1977. No such 
comments have been received. 

A request for a hearing was received 
from Metabolic on June 13, 1977. and is 
granted as to the issues set forth in this 
notice. Since no other comments were 
received, the parties to the hearing will 
be the Bureau of Biologies, FDA, and 
Metabolic, Inc. The hearing will be open 
to the public. 

The Commissioner has reviewed the is¬ 
sues of fact on which a hearing has been 
requested and conclude* that a hearing 
will be granted as to the following: 


1. Whether more than the maximum 
permissible amount of whole blood was 
removed from donors at one time. 

2. Whether the amount of whole blood 
removed from donors within a 7-day 
period exceeded the maximum possible 
amount, or whether donors were plas- 
mapheresed more than twice within 7 
days. 

3 a, Whether samples of blood for 
the serum protein electrophoresis test 
were drawn at least every 4 months, or 
at the earliest opportunity thereafter or 
whether, if drawn. the results were in 
the donor record file and available for 
physician review and. In each case, do¬ 
nors continued to be plasmapheresed. 

b. Whether donors were plasmapher- 
esed beyond the date when the required 
animal physical examination was to have 
been performed. 

4. Whether equipment was properly 
standardized and/or performing in the 
manner for which it was designed so as 
to assure compliance with the require¬ 
ments prescribed by FDA for 8ource 
Plasma (Human). (Metabolic'sobjection 
to this item in its request for a hearing 
discussed the use of a ref rac to me ter in 
testing protein control values). The 
hearing, however, will consider centrif¬ 
uges for plasma separation, trip scales 
used to control plasma donations and 
hematocrit centrifuges. 

5. Whether Source Plasma (Human) 
was stored at a temperature of -20* C 
or colder. 

6. Whether there were adequate pro¬ 
cedures for notifying collection facilities 
and donors of & reactive test for hepatitis 
B surface antigen (HB*Ag>. 

7. Whether records of each step in the 
manufacture and distribution of prod¬ 
ucts were made in such a manner that 
successive steps in the manufacture and 
distribution of any lot could be traced, 
Including identification for hepatitis 
testing of donor samples and the stor¬ 
age, location, and shipment of plasma 
received from the collections locations. 

8. Whether there were adequate con¬ 
trol and supervision of management and 
other employees by the responsible head 
of the establishment to assure compli¬ 
ance with applicable regulations, with 
the terms of its license, including Meta¬ 
bolic standard operating procedures and 
with other directives from the respon¬ 
sible head, particularly with respect to 
overbleeding, donor Identification and 
plasma collection and separation pro¬ 
cedure*. 

9. Whether Metabolic has (a) manu¬ 
factured and shipped In interstate 
commerce Pertussis Immune Globulin 
without a license; or <b> manufactured 
and shipped in interstate commerce any 
bulk fraction without a license and/or 
without first having obtained lot release 
from the Bureau; or (c) processed a 
sample-size amount of Immune Serum 
Globulin with high pertussis titer, sub¬ 
mitted it to the Bureau as representa¬ 
tive of a lot. and. after receiving Bureau 
release, processed the lot. 

10. Whether Metabolic shipped in in¬ 
terstate commerce a biological product 


after suspension of a portion of its li¬ 
cense on February 25. 1977. 

These issues involve provisions of the 
Public Health Service Act. and applicable 
regulations in 21 CFR Parts 600. 606, 
610. and 640. which were identified with 
particularity in the Notice of Opportu¬ 
nity for Hearing. 

The objectionable conditions which 
form the basts for the Bureau’s action 
were noted during the following inspec¬ 
tions of locations suspended in Febru¬ 
ary: Corpus Christ!. January-February 
1977; Houston (Almeda Street), April 

1976, February 1977: Houston (La- 
Branch Street), April 1976 and Febru¬ 
ary 1977; Houston fractionation facility 
(Yoakum Boulevard and additional 
storage locations), February and April 

1977. In addition, objectionable condi¬ 
tions reflected in the issues on which a 
hearing is granted were observed by FDA 
officials in three locations not suspended 
in February but listed in the Notice of 
Opportunity for Hearing and in the sus¬ 
pension letter of April 26.1977 which ad¬ 
vised of the intention to proceed to revo¬ 
cation: Jacksonville. March-April 1977. 
Houston (Jensen Street), May 1976, Jan¬ 
uary 1977, and Ncw t Orleans. September 
1976. Further evidence on issues 9 and 
10 above has been developed during fol¬ 
lowup investigations at these Metabolic 
locations and elsewhere. In referencing 
numerous Instances of deviations from 
standards, the Commissioner notes that 
it is not necessary to show all the devia¬ 
tions in order to legally support revoca¬ 
tion. 

In an effort to comply with the time 
limitations suggested by the Di strict 
Court's decision, and pursuant to 21 CFR 
10.19. the following modifications in the 
procedures, which may be further 
amended at the prehearing conference, 
are adopted to expedite the hearing: 

1. Section 12.45(a) <21 CFR 12 45(a)) 
is modified to provide for the filing of 
written notices of participation by or be¬ 
fore July 18.1977. 

2. Section 12.85(b) (21 CFR 12.85<b>) 
Is modified to provide that 112.85(a) 
submissions by participants other than 
the Bureau and objections to the com¬ 
pleteness of the administrative record be 
submitted by or before July 22, 1977. In 
view of the detailed suspension letters, 
the issuance of Lists of Observations <FD 
Form 483>. the correspondence between 
the Bureau and Metabolic, and pleadings 
and other documents filed in the District 
Court, $ 12.85(a)(4) is waived. 

In its request for a hearing, Metabolic 
objected to each of the grounds for rev¬ 
ocation. Almost every objection included 
an assertion (1) that since improvements 
had been made, the deficiency had been 
or w’ould be corrected. (2) that the de¬ 
ficiency was the result of human error, 
and (3) that it occurred without intent. 
These are not questions of fact on 
whether or not grounds exist for revo¬ 
cation. Similarly. Metabolic contended 
that the problems identified in the No¬ 
tice of Opportunity for Hearing did not 
result in any harm to the public. De¬ 
viations from the terms of an approved 
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license or from published biologies regu¬ 
lations need not be shown to have re¬ 
sulted In some demonstrable public 
harm; Improper manufacturing practices 
must be curtailed because they create a 
risk of harm, which may become mani¬ 
fest at any particular time, place, or 
manner, or not at all. (Sec United States 
v. Bel-Mar Laboratories. Inc.. 284 F. 875 
<E.D. N.Y., 1968); United States v. Med- 
wick Laboratories. Inc.. 416 F. Supp. 832 
<H.D. Ill.. 1976); United States v. An ar¬ 
ticle of druo • • • White Quadrisect. 
484 F.2d 748 (CA. 7.1973).) 

The Commissioner points out that the 
terms of biologies licenses and the pub¬ 
lished biologies regulations embody re¬ 
quirements designed to protect the pub¬ 
lic from harm. Thus, any demonstration 
of significant deviations from such terms 
or regulations can be viewed as present¬ 
ing a danger to public health. However, 
the Notice of Opportunity for Hearing 
announced FDA’s intention to revoke 
Metabolic’s license, which does not re¬ 
quire an independent showing of danger 
to health. The issues for the hearing, 
therefore, relate solely to the existence 
of facts revealing deviations from the li¬ 
cense terms or regulations sufficient to 
justify revocation. 

At this time, however, the Commis¬ 
sioner is denying Metabolic’s request 
that he lift the suspension and stay or 
abate the revocation proceedings. Met¬ 
abolic contents that the' deviations 
from standards designed to protect 
donors were minor, infrequent, and in¬ 
advertent. These considerations are not 
necessarily determinative on the ques¬ 
tion of a danger to health. The issue is 
not documentation of adversely affected 
donors in Metabolic collection facilities, 
but practices deviating from the terms 
of the license or the biologies regulations 
that by hypothesis create that potential. 

Metabolic requested that the suspen¬ 
sion be lifted so that it could begin op¬ 
erations on the ground that it is im¬ 
possible to comply with all regulations 
and make corrections while suspended. 
Post-reinstatement Inspections were 
welcomed by Metabolic. The Commis¬ 
sioner reiterates a point of which Me¬ 
tabolic has already been advised. l.e.. 
that a mechanism does exist for rell- 
censure or reinstatement from under 
suspension. That procedure includes the 
following basic requirements: 

(1) The license application, particu¬ 
larly standard operating procedures, is 
revised as necessary; 

(2) The applicant begins operation on 
a pilot basis; and 

(3) An Inspection is conducted to de¬ 
termine whether the applicant appears 
to be operating in compliance with the 
license, the standard operating proce¬ 
dures, and all applicable regulations. Re¬ 
instatement without prior Inspection 
would be Inconsistent with the obligation 
of FDA to enforce the premarket licen¬ 
sure scheme established by section 351 
of the Public Health Service Act. 

Metabolic has also requested that 
FDA approve for release all products 
that have been submitted to the Bureau 


of Biologies for approval. That request 
is denied at this time. Questions of fact 
surrounding the Metabolic licensure and 
lot release practices (see item 9 above) 
must be first resolved since these ques¬ 
tions bear upon Metabolic’s approach to 
the basic statutory and regulatory 
scheme. If the hearing should disclose 
and the Commissioner conclude that the 
Metabolic license should not be revoked, 
the Commissioner will review the ques¬ 
tion of the release of products now on 
hand. 

Metabolic objected to that portion of 
the Notice of Opportunity for Hearing 
which incorporated by reference defi¬ 
ciencies noted in the February and April 
suspension letters on the grounds that 
this constituted Inadequate specification 
of the bases for the hearing. Metabolic 
also contended that these letters had 
been “sufficiently and properly” an¬ 
swered. The Commissioner believes in¬ 
corporation by reference is proper. 

Metabolic’s request that the hearing be 
held In Houston. Texas, is denied. The 
Administrative Law Judge and all Bu¬ 
reau of Biologies personnel are in Rock¬ 
ville and/or Bethesda, MD. 

The prehearing conference will begin 
July 19. 1977 at 1 p m. and the hearing 
will begin July 25. 1977 at 9 a.m., unless 
otherwise ordered. The presiding Ad¬ 
ministrative Lav/Judge will be Daniel J. 
Davidson. 

Any participant may appear In person, 
or with counsel or other qualified repre¬ 
sentative. and may be heard with respect 
to matters relevant to the Issues under 
consideration. Nonparty participants 
shall disclose data and Information pur¬ 
suant to $ 12.85 by 5 days after the last 
day of the hearing. 

Dated: July 6, 1977. 

Shehwin Gardner, 

Acting Commissioner 
of Food and Drugs. 

|FR Doc.77-rl9620 Filed 7-7-77;84S om| 


Health Resources Administration 
ADVISORY COMMITTEE 
Meetings 

In accordance with section 10(a)(2) 
of the Federal Advisory Committee Act 
(Pub. L. 92—463), announcement is made 
of the following National Advisory bod¬ 
ies scheduled to meet during the months 
of July and August 1977: 

Name - United States Nations] Committee on 
Vital and Health Statistics. 

Date and Time: July 26-27, 1077. 0 sj». 
Place: Snow Room (5051), HEW-North 
Building, 330 Independence Avenue SW, 
Washington. D.C. 20201. 

Open for entire meeting. 

Purpose. The Secretary and by delega¬ 
tion the Assistant Secretary for Health 
and the Director. National Center for 
Health Statistics (NCHS) are charged 
under section 306 of the Public Health 
Service Act. as amended. (42 U.8.C. 
242k), with the responsibility to collect, 
analyze and disseminate national health 
statistics on vital events and health ac¬ 


tivities. including the physical, mental, 
and physiological characteristics of the 
population, illness. Injury, impairment, 
the supply and utilization of health fa¬ 
cilities and manpower, the operation of 
the health services system, health eco¬ 
nomic expenditures, and changes in the 
health status of people; administer the 
Cooperative Health Statistics System; 
stimulate and conduct basic and applied 
research In health data systems and sta¬ 
tistical methodology; coordinate the 
overall health statistical activities of the 
programs and agencies of the Health Re¬ 
sources Administration and provide 
technical assistance in the management 
of statistical information; maintain op¬ 
erational liaison with statistical gather¬ 
ing and processing services of other 
health agencies, public and private, and 
provide technical assistance within the 
limitations of staff resources, research, 
consultation and training programs in 
international statistical activities; and 
participate in the development of na¬ 
tional health policy with Federal 
agencies. 

Agenda Review Health Statistics sec¬ 
tion of OMB’s “A Framework tor Plan¬ 
ning U.8. Federal Statistics’’; current ac¬ 
tivities of the NCHS: review current ac¬ 
tivities of the Technical Consultant 
Panels: review NCHS-NIH joint study 
to supplement Hospital Discharge Survey 
Data and produce hospital Incidence 
statistics, discussion of how the statisti¬ 
cal activities of CDC are integrated with 
those of the NCHS. 

The meeting is open to the public for 
observation and participation. Anyone 
wishing to participate, obtain a roster of 
members, minutes of meeting, or other 
relevant information should contact 
James A. Smith. National Center for 
Health Statistics. Room 8-21. Parklawn 
Building. 5600 Fishers Lane, Rockville, 
Maryland 20857. Telephone (301) 443- 
1470. After July 8. 1977, contact James A. 
Smith. National Center for Health Sta¬ 
tistics. Room 2-12, Center Building, 3700 
EASt-Wcst Highway. H.vattsville, Mary¬ 
land 20782. Telephone (301) 436-7122. 

• • • • • 
Name: Health Services Developmental Orants 

Study 8ectkm. 

Date and Time: July 31-August 1. 1977.8 o.m. 
Place Parlor A Conference Room. O'Hare 

Hllten Hotel. OHare International Airport, 

Chicago, Illinois. 

Open July 31. 8 p.m -Adjournment. 

Closed for remainder of meeting. 

Purpose. The Committee is charged 
with the Initial review of grant applica¬ 
tions for Federal assistance in the pro¬ 
gram areas administered by the National 
Center for Health Service Research 

Agenda. The open session of the meet¬ 
ing on July 31, 1977. will be devoted to a 
discussion of review procedures. During 
the closed session, the 8tudy Section will 
be reviewing Health Services Policy Anal¬ 
ysis Center grant applications relating 
to the responsibility for analyzing ex¬ 
isting and proposed national policies 
that are designed to Improve the per¬ 
formance of the health care system. The 
closing is in accordance with provision 
set forth in section 552b(c)<6>, Title 5 
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U. 8. C.. and the Determination by the 
Deputy Administrator. Health Resources 
Administration, pursuant to Pub. L. 92- 
453. 

Anyone wishing to obtain a roster of 
members, minutes of meetings, or other 
relevant information should contact 
Mr. David McFall. National Center for 
Health Services Research. Room 7-50A, 
Center Building, 3700 East-West High¬ 
way. Hyattsvllle, Maryland 20782. Tele¬ 
phone (301) 435-5918. 

Agenda items are subject to change 
as priorities dictate. 

Dated: June 29. 1977. 

James a. Walsh, 
Associate Administrator for 
Operations and Management. 

I PR Doc.77-10210 FUcd 7-7-77:8:45 am) 


ADVISORY COMMITTEE 
Meetings 

In accordance with section 10<a) (2) of 
the Federal Advisory Committee Act 
(Pub. L. 92-463), announcement is made 
of the following National Advisory bod¬ 
ies scheduled to meet during the months 
of August and September 1977: 

Name: National Advisory Council on Health 
Professions Education. 

Date and Time: August 29-31. 1977. 8:30 am. 
Place: Center Building, Room 7-32. 3700 
East-West Highway. Hyatuvilie. Maryland 
20782 

Open August 29. 8:30 am -12:30 pm. (10:30 
a m.—12:30 p.m will be structured atudy 
for Council members) 

Closed for remainder of the meeting 

Purpose The Council advises the Sec¬ 
retary with respect to the preparation of 
general regulations and with respect to 
policy matters In the administration of 
programs of financial assistance for the 
health professions and makes recom¬ 
mendations based on its review of appli¬ 
cations requesting such assistance. 

Agenda. The open portion of the meet¬ 
ing will cover reports on the Legislation 
Implementation Update; 1978 Budget 
Update; Review of Draft Program Speci¬ 
fications; and a review by staff person¬ 
nel of those programs for which grant 
applications have been submitted. The 
remainder of the meeting will be closed 
to the public for the review of applica¬ 
tions submitted under the following pro¬ 
grams: Capitation Waivers; Training 
in Emergency Medical Services; Train¬ 
ing. Traineeships, and Fellowships in 
General Internal Medicine and General 
Pediatrics; Education of Returning 
United States Students from Foreign 
Medical Schools; New Medical Schools 
Emphasing Family Medicine; and Con¬ 
struction of Teaching Facilities. The 
closing is in accordance with the pro¬ 
visions set forth in section 552b<c)(6), 
Title 5 U.S.C.. and the Determination by 
the Deputy Administrator. Health Re¬ 
sources Administration, pursuant to Pub. 
L. 92-463. 

Anyone wishing to obtain a roster of 
members, minutes of meeting, or other 
relevant information should contact Mrs. 


Lynn Stevens. Bureau of Health Man¬ 
power. Room 4-22. Center Building. 3700 
East-West Highway. Hyattsville, Mary¬ 
land 20782, Telephone (301) 436-6508. 


Name: National Advisory Council on Nurse 

Training. 

Date and Time: August 29-September I. 

1977. 10:30 am. 

Place: Conference Room 4. Building 31. 

National Institutes of Health, 9000 Rock¬ 
ville Pike, Bethesda. Maryland 20014. 
Open August 29. 10:30 am.-12:15 pm. 
Closed remainder of meeting. 

Purpose. The Council advises the Sec¬ 
retary and Administrator, Health Re¬ 
sources Administration, concerning gen¬ 
eral regulations and policy matters aris¬ 
ing in the administration of the Nurse 
Training Act of 1975. The Council also 
performs final review of grant applica¬ 
tions for Federal assistance, and makes 
recommendations to the Administrator, 
HRA. 

Agenda . Agenda Items for the open 
portion of the meeting will cover an¬ 
nouncements: consideration of minutes 
of previous meetings; discussion of fu¬ 
ture meeting dates; and administrative 
and staff reports. The remainder of the 
meeting will be closed to the public for 
the review of grant applications for Fed¬ 
eral assistance for nurse training grants. 
National Research Service Awards, capi¬ 
tation grants, nurse practitioner grants, 
research project grants, and special 
projects for the Improvement of nurse 
training. In accordance with the provi¬ 
sions set forth in section 552b(c)i6), 
Title 5 U.8.C.. and the Determination 
by the Deputy Administrator. Health Re¬ 
sources Administration, pursuant to 
Public Law 92-463. 

Anyone wishing to obtain a roster of 
members, minutes of meeting, or other 
relevant information should contact Dr. 
Mary S. Hill. Bureau of Health Man¬ 
power. Room 3-50, Center Building, 3700 
East-West Highway. Hyattsville. Mary¬ 
land 20782, Telephone <301) 436-6681. 

Agenda Items are subject to change 
as priorities dictate. 

Dated: June 29. 1977. 

James A. Walsh, 
Associate Administrator for 
Operations and Management . 

[PR Doc.77-19211 Filed 7-7-77;8:46 *m] 


ADVISORY COMMITTEE 
Meeting 

In accordance with section 10<a>2) of 
the Federal Advisory Committee Act 
< Pub. L. 92-463). announcement is made 
of the following National Advisory body 
scheduled to meet during the month of 
September 1977: 

Name: Hr&lth Service* Developmental 

Orants Study Section. 

Date and Time: September 25-26. 1977, 8 pm 
Place: Wright. Farman Conference Room, 
O'Hare Hilton Hotel. O'Hare International 
Airport, Chicago. Illinois 60666 
Open September 25. 8 p m -adjournment. 
Closed for remainder of meeting. 


Purpose. The Committee is changed 
with the initial review* of grant applica¬ 
tions for Federal assistan e in the pro¬ 
gram areas administered by the National 
Center for Health Services Research. 

Agenda. The open session of the meet¬ 
ing on September 25. 1977. will be de¬ 
voted to a discussion of review proce¬ 
dures. During the closed session, the 
Study Section will be reviewing Health 
Services Policy Analysis Center grant ap¬ 
plications relating to the responsibility 
for analvting existing and proposed na¬ 
tional policies that are designed to Im¬ 
prove the performance of the health care 
system. The closing is in accordance with 
provisions set forth in section 552b(c> 
(6). Title 5 U.S.C.. and the Determina¬ 
tion by the Deputy Administrator 
Health Resources Administration, pursu¬ 
ant to Pub. L 92-463. 

Anyone wishing to obtain a roster of 
members, minutes of meetings, or other 
relevant information should contact Mr 
David McFall, National Center for 
Health Service Research, Room 7-50A. 
Center Building. 3700 East-West High¬ 
way, Hyattsvllle, Maryland 20782. Tele¬ 
phone <301> 436-8916. 

Agenda items are subject to change as 
priorities dlcate. 

Dated: June29.1977. 

James A. Walsh. 
Associate Administrator for 
Operations and Management . 

| PR Doc. 77-19212 Filed 7-7-77;0 :46 *m| 


LONG TERM CARE ADVISORY 
COMMITTEE 

Announcement of Meeting Cancellation 

In Federal Register Document 77- 
15851 appearing at page 28936 in the 
issue for Monday. June 6. 1977, the July 
14-15. 1977, meeting of the "Long-Term 
Care Advisory Committee” has been can¬ 
celled. The meeting will be rescheduled 
at a later date, and announcement made 
in the Federal Register accordingly. 

Dated June 29,1977. 

James A. Walsh. 
Associate Administrator for 
Operations and Management. 

|PR Doc.77-19913 Piled 7-7-77:8:45 *m) 


National Institutes of Health 
ADVISORY COMMITTEES 
Open Meetings 

Pursuant to Public Law 92-463, notice 
is hereby given of the meetings of com¬ 
mittee advisory to the National Cancer 
Institute. 

These meetings will be entirely open 
to the public to discuss issues relating to 
committee business as indicated in the 
notice. Attendance by the public will be 
limited to space available. Meetings will 
be held at the National Institutes of 
Health. 9000 Rockville Pike. Bethesda. 
Maryland 20014, unless otherwise stated. 

Mrs. Marjorie F. Early. Committee 
Management Officer, NCI, Building 31. 
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Room 4B43. National Institutes of 
Health. Bethcsda. Maryland 20014 <301- 
496 - 5708 ) will furnish summaries of the 
meetings and rosters of committee mem¬ 
bers upon request. 

Other information pertaining to the 
meeting can be obtained from the Exee^ 
utive Secretary indicated. 

Kxrcunv* Subgroup or the Clearinghouse 
on Environmental Carcinogens 

Dr tea: August 1. 1077; 8:30 am.—adjourn¬ 
ment. 

Place: Building 31C, Conference Room 10, 
National Institutes of Health. 

Times: Open for the entire meeting. 

Agenda: To review the activities of the 
Clearinghouse bioassay program and other 
relevant matter*. 

Executive Secretary: Dr. James M. Sontag. 
Building 31, Room 3A16. National Insti- 
tues of Health. Phone: 301/496-5108. 

President's Cancer Panel 

Dates: August 9. 1977; 9:30 am.—adjourn¬ 
ment. 

Place: Building 31C, Conference Room 7. Na¬ 
tional Institutes of Health. 

Times: Open for the entire meeting. 

Agenda: To hear reports of the Chairman. 
President's Cancer Panel and the Director. 
National Cancer Program. NCI. 

Executive Secretary: Dr. Richard A. TJal- 
ma. Building 31 A. Room 11A46. National 
Institutes of Health. Phone: 301/496-5864. 

Chemical Selection Subgroup or the 
Clearinghouse on Environmental Car¬ 
cinogens 

Dates: August 29. 1977; 8:30 am.—ad¬ 
journment. 

Place: Building 31C. Conference Room 10. 

National Institutes of Health. 

Times: Open for the entire meeting. 

Agenda: To consider chemicals for btoassay 
and other matters relevant to chemical 
selection. 

Executive Secretary: Dr. J. Dan Recer. Build¬ 
ing 31. Room 3A16, National InsUtutes of 
Health. Phone: 301-496-5106. 

Experimental Design Subgroup or the 
clearinghouse on Environmental Car¬ 
cinogen* 

Dates: August 30, 1977: 8:30 am—ad¬ 
journment. 

Place: Building 3!C. Conference Room 10, 
National Institutes of Health. 

Times: Open for the entire meeting. 

Agenda: To discuss experimental design for 
bloeasay and other matters relevant to ex¬ 
perimental design. 

Executive Secretary: J. Dan Recer. Ph.D.« 
Building 31. Room 3A16, National Insti¬ 
tutes of Health. Phone: 301-496-6108. 

Dated: June24,1977. 

Suzanne L. Fremeau. 

Committee Management Officer, NIH. 

I PR Doc.77-10259 Piled 7-7-77;8 :45 ami 


CARCINOGENESIS SCIENTIFIC 
ADVISORY COMMITTEE 

Cancellation of Meeting 

Notice is hereby given of the cancel¬ 
lation of the meeting of the Carcinogen¬ 
esis Scientific Advisory Committee, Di¬ 
vision of Cancer Cause and Prevention. 
National Cancer Institute, National In¬ 
stitutes of Health. July 18-19, 1977, 


which was published in the Federal Reg¬ 
ister on May 25, 1977 <42 FR 26703). 

Dated: June 29,1977. 

Suzanne L. Fremeau, 

Committee Management Officer, 

NIH. 

(PR Doc.77-19260 Piled 7-7-77:8:45 am) 


COMMITTEE ON CANCER 
IMMUNOTHERAPY 

Meeting 

Pursuant to Public Law 92-463, notice 
is hereby given of the meeting of the 
Committee on Cancer Immunotherapy, 
National Cancer Institute. August 18. 
1977. Building 10. Room 4B14. National 
Institutes of Health. This meeting will 
be open to the public on August 18.1977, 
from 1:15 p.m. to 1:45 p.m. to consider 
administrative details. Attendance by the 
public will be limited to space available. 

In accordance with the provisions set 
forth in Section 552b<c)6. Title 5, U.S. 
Code and Section 10(d) of Public Law 
92-463. the meeting will be closed to the 
public on August 18. 1977 from 1:45 pjn. 
to adjournment, for the review, discus¬ 
sion and evaluation of individual con¬ 
tract proposals. These proposals and the 
discussions could reveal personal infor¬ 
mation concerning individuals associated 
with the proposals. 

Mrs. Marjorie F. Early. Committee 
Management Officer. National Cancer 
Institute. Finding 31. Room 4B43. Na¬ 
tional Institutes of Health. Bethesda, 
Maryland 20014 (301-496-5708) will pro¬ 
vide summaries of the meeting and 
rosters of committee members. 

Dr. George M. Steinberg, Executive 
Secretary, National Cancer Institute, 
Building 10, Room 4B09, National In¬ 
sUtutes of Health. Bethesda. Maryland 
20014 (201-498-1791) will furnish sub¬ 
stantive program information. 

(Catalog of Federal Domestic Assistance 
Program No. 13.395. National Institutes of 
Health.) 

Dated: June27,1977. 

Suzanne L. Fremeau, 

Committee Management Officer . 

National Institutes of Health. 

(PR Doc.77-19253 Filed 7-7-77;8:45 am] 


REVIEW OF CONTRACT PROPOSALS 
Meetings 

Pursuant to Public Law 92-463. nottce 
is hereby given of the meetings of com¬ 
mittees advisory to the National Cancer 
InsUtute. 

These meetings will be open to the 
public to discuss admlnlstraUve details 
or other Issues relating to committee 
business as Indicated In the notice. At¬ 
tendance by the public Will be limited to 
space available. 

These meetings will be closed to the 
public as indicated below in accordance 
with the provisions set forth in Sections 


552b(c> (4) and 552b(c> (6), TIUe 5. VS. 
Code and Section 10(d) of Public Law 
92-463, for the review, discussion and 
evoluaUon of individual contract pro¬ 
posals, as Indicated. These proposals and 
the discussions could reveal confidential 
trade secrets or commercial property 
such as patentable material, and per¬ 
sonal Information concerning individuals 
associated with the proposals. 

Mrs. Marjorie P. Early, Committee 
Management Officer, NCI. Building 31. 
Room 4B43, NaUonal InsUtutes of 
Health. Bethesda Maryland 20014 <301/ 
496-5708) will furnish summaries of the 
meetings and rosters of committee mem¬ 
bers. upon request. Other Information 
pertaining to the meeting can be ob¬ 
tained from the ExecuUve Secretary in¬ 
dicated. Meetings will be held at the Na¬ 
Uonal InsUtutes of Health. 9000 Rockville 
Pike. Bethesda. Maryland 20014, unless 
otherwise stated. 

Diet and Cancer Scientific Review 
Committee 

Dates: August 23-24. 1977; 8:30 a.m. 

Place: Building 31C, Conference Room 10. 

National Institute* of Health. 

Times: Open August 23, 8:30 a.m.-9:15 am.; 
open: August 24. 8 30 am-9:I5 am; 
closed: August 23. 9:15 a,m.-5:00 p.m.; 
closed: August 24, 9:15 a.m-ad Journment. 
Closure reason: To review research contract 
proposals. 

ExecuUve Secretary: Dr. Olo B Oort, Build¬ 
ing 31. Room 11A03. National Institute* of 
Health. Phone 301/496-6616. 

(Catalog of Federal Domestic Asalxtance 
Number 13.393 NaUonal InsUtutes of 
Health.) 

Cancer and Nutrition Scwrnnc Review 
Committee 

Dates: August 23 24. 1977; 8:30 a m. 

Place: Building 31C. Conference Room 9, Na¬ 
tional Institutes of Health 
Times: Open: August 23. 8:30 am.-9:15 am.: 
open: August 24, 8:30 am.-0:!5 a.m.; 
closed August 23. 9:16 am.-5:00 pm; 
closed August 24, 9:15 am-adjoumment. 
Closure rearon: To review research contract 
proposals. 

ExecuUve Secretary: Dr. Olo B. Oorl, Bldg. 
31. Room 11 AOS. NaUonal Institutes of 
Health. Phone 301/496-0616. 

(Catalog of Federal Domestic Assistance 
Number 13393 NaUonal Institute* of 
Health.) 

Committer on Cancis Immunobiology 

Dates: August 30. 1977; 2:00 p.m. 

Place: Bullilng 10. Room 4B14. National In¬ 
stitutes of Health. 

Times: Open: August 30.2:00 pm.-2:30 p.m.; 

closed: August 30.2:30 p.m.—adjournment. 
Closure reason: To review research contract 
proposals. 

ExecuUve Secretary: Mr«. Judtth M. Whalen, 
Building 10. Room 4B17. National InsU¬ 
tutes of Health. Phone 301/496-1791. 

(Catalog of Federal Domestic Assistance 
Number 13.396 NaUoual Institute* of 
Health ) 

Dated: June27.1977. 

Suzanne L. Fremeau, 
Committee Management Officer, 
National Institutes of Health . 
(PR Doc.77-19265 Piled 7-7-77;8:45 ami 
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National Heart, Lung, and Blood Institute 

CARDIOLOGY ADVISORY COMMITTEE 
Meeting 

Pursuant to Public Law 92-463, notice 
is hereby given of the meeting of the 
Cardiology Advisory Committee. Na¬ 
tional Heart, Lung, and Blood Institute, 
September 23. 1977, National Institutes 
of Health. Building 31. Conference Room 
8 . 

The entire meeting will be open to the 
public from 8:30 AM. to 5:00 PM. At¬ 
tendance by the public will be limited to 
space available. 

Mr. York Onnen, Chief. Public Inquir¬ 
ies and Reports Branch, National Heart. 
Lung, and Blood Institute. Budding 31. 
Room 5A03, National Institutes of 
Health. Bethesda. Maryland 20014, 
phone <301) 496-4236. will provide sum¬ 
maries of the meeting and rosters of the 
Committee members. • 

Peter L. Frommer, M.D., Associate Di¬ 
rector for Cardiology, Division of Heart 
and Vascular Diseases, National Heart, 
Lung, and Blood Institute, Federal Build¬ 
ing. Room 320. Bethesda. Maryland 
20014. phone (301) 496-5421. Will furnish 
substantive program information. 

Dated: June 27. 1977. 

Suzanne L Fremeau. 

Committee Management Officer, 
National Institutes of Health. 

|PR Doc 77-19264 Piled 7-7-77.8:45 ami 


ADVISORY COMMITTEE 
Amended Notice of Meeting 

Notice Ls hereby given of a change in 
the meeting time of the National Com¬ 
mission on Digestive Diseases. National 
Institute of Arthritis. Metabolism, and 
Digestive Diseases, which was published 
in the Federal Register on June 14,1977. 
42 FR 30433. 

This Commission was to have con¬ 
vened at 8:30 a m. on July 21, 1977, but 
has been changed to 9:30 a.m. The en¬ 
tire meeting will be open to the public 
from 9:30 a m.. July 21 through 5:00 
pm.. July 22, 1977. 

Dated: June 30. 1977. 

Suzanne L. Fremeau. 

Committee Management Officer. 

National Institutes of Health. 

fPR Doc-77-19262 Fll*4 7-7-77:8 46 am) 


PLANNING AND AGENDA WORK GROUP 
OF THE NATIONAL ADVISORY RE¬ 
SEARCH RESOURCES COUNCIL 
Meeting 

Notice is hereby given of the meeting 
of the Planning and Agenda Work Group 
of the National Advisory Research Re¬ 
sources Council (NARRC) on Tuesday. 
August 16, 1977, from 9:00 am. to 3:00 
p m., in Room 5B03. Building 31. Na¬ 
tional Institutes of Health, Bethesda. 
Maryland 20014. The entire meeting will 
be open to the public. The Planning and 


Agenda Work Group will discuss the de¬ 
velopment of Council Agenda for the 
September 19-20 meeting of the NARRC. 
Council to Council communications, and 
subject matter for the annual Council 
review of the Biotechnology Resources 
Program of the Division of Research Re¬ 
sources. Attendance hv the public will 
be limited to space available. 

Mr. James Augustine. Information Of¬ 
ficer. Division of Research Resources. 
National Institutes of Health. Room 
5B13, Building 31. Bethesda. Maryland 
20014 (301) 496-5545, will provide sum¬ 
maries of the meeting and rosters of the 
Work Group members, and Dr. James F. 
O’Donnell. Deputy Director, Division of 
Research Resources. National Institutes 
of Health. Room 5B03, Building 31. Be¬ 
thesda. Maryland 20014 ( 301) 496 6023. 
will furnish substantive program infor¬ 
mation. 

(Catalog of Federal Domestic Assistance Pro¬ 
gram Noe. 13 306: 13333: 13337; 13.371; 

13.375; National Institutes of Health ) 

Dated: June30.1977. 

Suzanne L. Fremeau. 

Committee Management Officer, 
National Institutes of Health . 

I PR Doc 77-19266 Piled 7-7-77;8.45 am) 


ALLERGY AND IMMUNOLOGY 
RESEARCH COMMITTEE 

Amended Notice of Meeting 

Notice is hereby given of changes in 
the meeting date and place of the Allergy 
and Immunology Research Committee, 
National Institute of Allergy and Infec¬ 
tious Diseases, which was published in 
the Federal Register on June 10. 1977 
(42 FR 30006). 

The Committee was to have met on 
July 26. 1977. in Conference Room 8 but 
has been changed to meet on July 29. 
1977, in Conference Room 6. 

(Catalog of Federal Domestic Assistance Pro¬ 
gram No. 13.855. National Institutes of 
Health.) 

Dated: June27.1977. 

Suzanne L. Fremeau. 

Committee Management Officer, 
National Institutes of Health. 

| PR Doc.77-19261 Piled 7-7-77 ;8 45 am| 


HOST PHAGE VECTOR 
Notice of Workshop 

Notice is hereby given of a Workshop 
on Design of Tests for EK3 Host-Phage 
Vector Systems sponsored by the Recom¬ 
binant DNA Molecule Program Advisory 
Committee at the National Institutes of 
Health, Conference Room 9. Building 
31C, 9000 Rockville Pike. Bethesda, 
Maryland. 20014. July 19. 1977 from 
9:00 am. to 5:00 p.m. 

Further Information may be obtained 
from Dr. William J. Gartland. Execu¬ 
tive Secretary. Recombinant DNA Mole¬ 
cule Program Advisory Committee. 
NIGMS, NIH. Building 31. Room 4A52. 


Bethesda, Maryland—telephone 301/496- 
2323. 

The workshop will be open to the pub¬ 
lic. Attendance by the public will be lim¬ 
ited to space available. 

Dated: June30.1977. 

Suzanne L. Fremeau. 
Committee Management Officer, 
National Institutes of Health. 

| PR Doc.77-19268 Pi led 7-7-77; 8:45 am j 


MINORITY ACCESS TO RESEARCH 
CAREERS REVIEW COMMITTEE 

Amended Notice of Meeting 

The date for the meeting of the Minor¬ 
ity Access to Research Careers Review 
Committee scheduled to begin on Thurs¬ 
day, July 21. 1977, at 9 a.m. has been 
changed to Wednesday. July 20. 1977, at 
9 a-m. In Wilson Hall. Building 1. Na¬ 
tional Institutes of Health. Bethesda. 
Maryland. The Committee will meet July 
21. 22. and 23 in Conference Room 8. 
Building 31C. National Institutes of 
Health, Bethesda, Maryland. The open 
portion of the meeting will be on July 20. 

The agenda and other information re¬ 
lating to the committee meeting, as pub¬ 
lished in the Federal Register (42 FR 
30540) Wednesday. June 15.1977. remain 
unchanged. 

Dated: June27,1977. 

Suzanne L. Fremeau. 
Committee Management Officer, 
National Institute of Health. 

|FR Doc.77-19263 Piled 7-7-77;8:46 am) 


Public Health Service 
COAL GASIFICATION 
Request for Information 

AOENCY: National Institute for Occu¬ 
pational Safety and Health, Center for 
Disease Control. Public Health Service. 
HEW. 

ACTION: Notice of request for informa¬ 
tion. 

SUMMARY: This notice solicits infor¬ 
mation concerning coal gasification. The 
information will be used in the develop¬ 
ment of criteria for a recommended 
standard for occupational exposures in 
the coal gasification industry. 

DATES: Comments concerning this no¬ 
tice should be submitted by October 5. 
1977. 

ADDRESSES: Comments and recom¬ 
mendations should be submitted in writ¬ 
ing to; Mr. Vernon E. Rase. Director, 
Division of Criteria Documentation and 
Standards Development, National Insti¬ 
tute for Occupational Safety and Health. 
5600 Fishers Lane (Park Bldg. Rm 3-18). 
Rockville. Md. 20857. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Murray L. Cohen. Project Administra¬ 
tor. Priorities and Research Analysis 
Branch. NTOSH. 301-443-2100. 
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SUPPLEMENTARY INFORMATION : 
Section 20(a)(3) of the Occupational 
Safety and Health Act of 1970 (29 UB.C. 
669 (a)(3)) provides that the Secretary 
of Health. Education, and Welfare, on 
the basis of information available to 
him. shall develop criteria dealing with 
toxic materials which will describe ex- 
jxwure levels that are safe for various 
periods of employment. 8ection 20(a) 
*4) of the Act authorizes the National 
Institute for Occupational Safety and 
Health (NIOSH) to conduct special re¬ 
search. experiments, and demonstrations 
relating to occupational safety and 
health as are necessary to explore new 
problems including those created by new* 
;<xhnology. Section 22(c) authorizes 
MOSH to develop recommended occupa¬ 
tional sarcty and health standards and 
to perform all functions of the Secre¬ 
tary of Health. Education, and Welfare, 
under sections 20 and 21 of the Act. 

In this particular process-oriented 
recommended standard. NIOSH does not 
plan to recommend workplace environ¬ 
mental limts for all products or interme¬ 
diates involved In commercial scale coal 
k'asiflcatton. Because of the vast number 
of chemical species, their varying toxlci- 
tles, the unique safety hazards, and be¬ 
cause the potential for exposure to sus¬ 
pected chemical carcinogens Is an ex¬ 
ceedingly important consideration, work 
practices and engineering controls de¬ 
signed to limit occupational exposure, 
methods to educate the employee and 
employer, and methods of biological and 
workplace monitoring will be recom¬ 
mended in addition to specific environ¬ 
mental limits. 

The criteria document will include 
among other Items an evaluation of 
available Information relative to the 
areas listed below. Any person having In¬ 
formation or data in any of these areas 
or in other areas considered relevant to 
the establishment of a safe and healthful 
occupational environment in cool gasifi¬ 
cation facilities is requested to submit 
such information, with accompanying 
documentation. 

1. Establishment of biologic standards 
l e.. the levels of such agents, metabolites, 
or other effects of exposure which may be 
present within man without his suffering 
ill effects taking into consideration (a> 
the correlation of airborne concentra¬ 
tions of. and extent of exposure to such 

Jbstances with effects on specific bi¬ 
ologic systems of man such as the circu¬ 
latory. respiratory, urinary, and nervous 
system, and (b) the analytical methods 
for determining the amount of the sub- 
vtancc which may be present within man. 

2. Engineering controls, including 
ventilation, environmental temperature, 
humidity, and housekeeping and sanita¬ 
tion procedures, with attention to the 
technological feasibility of such con¬ 
trols. 

3. Specifications for the conditions 
under which personal protective devices 
should be required. 

4. The need for medical examinations 
for workers exposed to such agents, the 
frequency of such examinations, and the 


specific diagnostic tests which should be 
used and the rationale of their selection. 

5. Work practices or procedures which 
may be instituted for control of the work¬ 
place environment in normal operations 
and those which may be instituted when 
emergency or unusual situations occur. 

6. The types of records concerning oc¬ 
cupational exposure to such agents that 
employers should be required to main¬ 
tain. 

7. Warning devices and labels which 
should be required for the prevention of 
occupational diseases and hazards caused 
by such agents. 

All information received concerning 
coal gasification, except that information 
which Is trade secret and protected by 
section 15 of the Act. will be available 
for public Inspection at the foregoing ad¬ 
dress. 

Dated June 30, 1977. 

Edward J. Bader. 

Acting Director . National Institute 

for Occupational Safety and Health. 

I PR Doc.77-19238 Filed 7-7-77;8:45 ami 


VINYLS 

Request for Information 

AGENCY: National Institute for Occu¬ 
pational Safety and Health. Center for 
Disease Control. Public Health Service. 
HEW. 

ACTION: Notice of request for infor¬ 
mation. 

SUMMARY: This notice solicits infor¬ 
mation concerning the establishment of 
a safe and healthful occupational en¬ 
vironment involving vinyls. The infor¬ 
mation will be used In the development 
of criteria for a recommended standard 
for occupational exposure to vinyls. 

DATES: Comments concerning this no¬ 
tice should be submitted by October 5. 
1977. 

ADDRESSES: Comments and recom¬ 
mendations should be submitted in writ¬ 
ing to: Mr. Vernon E. Rose, Director. 
Division of Criteria Documentation and 
Standards Development, National Insti¬ 
tute for Occupational Safety and 
Health, 5600 Fishers Lane (Park Bldg. 
Rm. 3-18). Rockville, Md. 20857. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Dr. Irwin Bauxncl. Chief, Criteria De¬ 
velopment Branch, NIOSH. 301-443- 
5290. 

SUPPLEMENTARY INFORMATION: 
Section 20<a)(3) of the Occupational 
Safety and Health Act of 1970 (29 U.S.C. 
669<a)(3)> provides that the Secretary 
of Health. Education, and Welfare, on 
the basis of information available to him. 
shall develop criteria dealing with toxic 
materials which will describe exposure 
levels that are safe for various periods of 
employment. Section 22(c) of the Act 
authorizes the National Institute for Oc¬ 
cupational 8afety and Health (NIOSH) 
to develop recommended occupational 


safety and health standards and to per¬ 
form all functions of the Secretary of 
Health. Education, and Welfare, under 
sections 20 and 21 of the Act. NIOSH 
is proposing to develop a criteria docu¬ 
ment containing a recommended occu¬ 
pational health standard for vinyls (to 
include 

Vinyl acetate. 

Vinyl bromide. 

Vinyl chloride. \ 

Vinyl fluoride. 

Vinyl Id ene chloride. 

Vinyiidenc fluoride, and 
1 2 -dichloroethy lene). 

Tills criteria document will Include 
among other items an evaluation of 
available information relative to the 
areas listed below. 

Any person having information or 
data in any of the areas listed below, 
or in other areas considered relevant to 
the establishment of a safe and health¬ 
ful occupational environment involving 
this substance is requested to submit such 
Information, with accompanying docu¬ 
mentation. 

1. Establishment of safe occupational 
environmental levels for such agents in¬ 
cluding levels for acute and chronic ex¬ 
posure to airborne concentrations of the 
chemical agents as well os safe practices 
concerning direct contact with such 
agents. 

2. Establishment of biologic standards 
i.e., the levels of such agents, metabo¬ 
lites, or other effects of exposure which 
may be present within man without his 
suffering ill effects taking Into considera¬ 
tion (a) the correlation of airborne con¬ 
centrations of. and extent of exposure to 
such substances with effects on specific 
biologic systems of man such as the cir¬ 
culatory, respiratory, urinary, and ner¬ 
vous system, and (b) the analytical 
methods for determining the amount of 
the substance which may be present 
within man. 

3. Engineering controls, including ven¬ 
tilation. environmental temperature, hu¬ 
mid! tv. and housekeeping and sanitation 
procedures, with attention to the tech¬ 
nological feasibility of such controls. 

4 Specifications for the conditions 
under which personal protective devices 
should be required. 

5. Methods, including instruments, for 
air sampling and sample analysis of the 
chemical agents and methods of meas¬ 
uring levels of exposure to the physical 
agents. 

6. The need for medical examinations 
for workers exposed to such agents, the 
frequency of such examinations, and the 
specific diagnostic tests which should be 
used and the rationale of their selection. 

7. Work practices or procedures which 
may be instituted for control of the 
workplace environment In normal oper¬ 
ations and those which may be Instituted 
when occupational environmental levels 
are temporarily exceeded or where peak 
concentrations of chemical agents in man 
are reached. 

8. The types of records concerning oc¬ 
cupational exposure to such agents that 
employers should be required to main¬ 
tain. 

J 
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9. Warring devices and labels which 
should be required for the prevention of 
occupational diseases and hazards caused 
by such agents. 

All Information received concerning 
these substances, except that information 
which Is trade secret and protected by 
section 15 of the Act. will be available 
for public Inspection at the foregoing 
address. 

Dated: June 30. 1977. 

Edward J. Baits. 

Acting Director, National Institute 

for Occupational Safety and Health . 

[FR Doc.77-19239 Filed 7-7-77:8:45 am| 


Social Security Administration 

(Docket No. 77-2) 

GEORGIA STATE AFDC PLAN AMENDMENT 

AND GEORGIA COMPLIANCE WITH 

STATE AFDC PLAN 

Notice Regarding Petition for Hearing 

Please take notice that the 8oclal Se¬ 
curity Administration. Department of 
Health. Education, and Welfare, received 
on April 12.1977. a petition for a hearing 
to reconsider the Department’s rejection 
of an amendment to Georgia's State plan 
which was submitted by State Manual 
Transmittal No. 75-12 pursuant to sec¬ 
tion 1118(a)(2) of the Social Security 
Act, 42 US.C. 1316(a)(2) and imple¬ 
menting regulations appearing at 45 CFR 
201.4. The Social Security Administration 
hereby notifies petitioner, the State of 
Georgia, that it grants that request. In 
addition, the Social Security Administra¬ 
tion also hereby notifies the State of 
Georgia of its intention also to consider 
at this hearing the matter of whether 
Georgia Is falling to comply with it State 
plan in the administration of its AFDC 
program pursuant to section 404(a) of 
the Social Security Act. 42 UJ3.C. 606(a) 
and implementing regulations at 45 CFR 
201 . 6 . 

1. The hearing shall commence on 
Wednesday, July 20. 1977, at 10:00 am. 
In Room 735. 50 Seventh Street NE.. At¬ 
lanta. Georgia 30323. or at such other 
time and place as may be fixed, pursuant 
to 45 CFR 213.22(a) (1). by the presiding 
officer designated pursuant to 45 CFR 
213.21. The hearing shall continue from 
day to day thereafter until completed. 

2. The Issues to be considered at the 
hearing are: (a) whether the amend¬ 
ment submitted by the State of Georgia 
to its State plan approved under title IV 
of the Social Security Act, 42 UB.C. 601. 
et seq.. by Georgia Manual Transmittal 
75-12 on treatment of lump sum pay¬ 
ments meets the requirements for ap¬ 
proval. These requirements are set forth 
In that title and Implementing Federal 
Regulations at 45 CFR Part 201. et seq.; 
and 


<b> whether In the administration of 
Its approved State plan under title IV of 
the 8ocial Security Act, 42 U.8.C. 601 et 
seq., Georgia is falling to comply with 
those provisions regarding the treatment 
of lump sum payments. 

3. Pursuant to 45 CFR 213.11, a copy 
of this notice shall be published as soon 
as practicable in the Federal Register. 

In witness whereof, the Social Security 
Administration has caused this notice to 
be issued at Washington. D.C., this 15th 
day of June 1977. 

James B. Cardwell, 
Commissioner . Social Security 
Administration, U.S. Depart¬ 
ment of Health, Education, 
and Welfare. 

|FR Doc.77-19637 Piled 7-7-77; 10:16 am) 


Tills notice will be published in one or 
more newspapers of general circulation 
in Alaska, one© a week for three con¬ 
secutive weeks. 

Protest to any of the applications listed 
herein must be filed with the Bureau of 
Indian AfTairs by July 30. 1977. Such 
protest shall be mailed to the Director. 
Juneau Area Office, Bureau of Indian 
Affairs, Post Office Box 3-8000, Juneau. 
Alaska 99802. 

Raymond V. Butler. 

Acting Deputy Commissioner 
of Indian Affairs. 

I PR Doc.77-19316 Piled 7-7-77:8:45 am) 


Bureau of Land Management 

(Serial No. 1-13325) 

IDAHO 

Proposed Withdrawal and Reservation of 
Lands 

Correction 

In FR Doc. 77-16962 appearing at page 
30547 in the issue for Wednesday. June 


DEPARTMENT OF THE INTERIOR 
Bureau of Indian Affairs 
NATIVE GROUPS APPLICATIONS 

This notice is published in exercise of 
authority delegated by the Secretary of 
the Interior to the Commissioner of In¬ 
dian Affairs by 230 DM 2. 

The Alaska Native Claims Settlement 
Act of December 18. 1971 (Pub. L. 92- 
203. 92nd Congress. 85 Stat. 688-716), 
provides for the settlement of certain 
land claims of Alaska Natives and for 
other purposes. Accordingly, pursuant to 
the authority contained in 14(h)(2) of 
the said Act of December 18, 1971, and 
subpart 2653.6 of said regulations, no¬ 
tice is hereby given that the following 
Native Groups have filed application for 
determination as to their eligibility. 


15.1977. on page 30548 in the first line of 
the seventh paragraph, the effective date 
reading “July 15, 1977“ should be cor¬ 
rected to read “June 15, 1977/* 


|ES 17504] 

FLORIDA 

Proposed Withdrawal and Reservation of 
Land; Correction 

In FR Doc. 77-18136, appearing at 
page 32322 in the issue of Friday. June 
24, 1977. the date in the second column, 
ninth line from the bottom of the docu¬ 
ment should be corrected to read June 
24. 1979. 

Lowell J. Udy. 
Director, Eastern States . 
(FR Doc.77-19485 Filed 7-7-77:8:46 am] 


JACK H. THOMPSON, JR. 

Receipt of Application 

Notice is hereby given that the follow¬ 
ing application for a permit has been 


BLM aerial No. 


Name of nail re group 


Location 


Date of filing 


AA-11I60-Gold Creek-Santtna Native Asao* 

elation, Inc., Gold Crock, 

AiMki. 

AA'ilNKI--The Orouae Creek Corp., Soward, 

T-21B6S and F-2i«ea. 


AA-1053?_ 

AA-105J5__ 

AA-12J77_ 

AA-11140__ 

AA-9902. 

F-22V10 .. 

A A-0750. 

AA-10&3S.. 


Haycock Native Group Corp., 
Nome, Alaaka. 

# 

t^jUa Lake Loot** Anchors*. 


R.2W^ficieaxdMeridian, Jan. 14.1976 

June 30,1076 
Dec. 10,1974 


■ Lower Total no, Inc.. Copper 
Cento*. Alaaka. 

Medfra NaUve Council Medfra. 


Nah*»i* Native Group, !nc„ 
Gakoua. Alaaka. 

Najramut, Ltd., Nagamut. Alaaka. 

NroehootaalJchaagai Corp.. Ne- 
nana. Alaaka. 

. Nunivak Lid., Nunivmk Island, 


Mile 7 to Mile 9 on the ffewird Highway 
north of Seward, Alaska. 

6ero. 20. 71, 28, and 29, T. 9 8, R. 12 W., 
K at eel River Meridian. Alaaka, except 
active mining claims. 

6« U. T. • N.. H. » W.. Coptw K1 t« 
Mendian. Alaska. 

4 ^ 
fl EA£. ai!s£ 14 Copp " 

Sec. 30, T. 11 R. 47 W., Seward Meri¬ 
dian, Alaska. 

8w. 12. T. 12 8.. R. 21 W.. Fairbanks Mol- 
dim. Alaska- 

Sec.4, T.IS., R. 96 W. r Seward Meridian. 

ilulra 


AA-U129 and AA- 
11130. 

A A-11157.. 

A A-10536- 

AA-10437__ 


8«c. ». T. U 8., R. 66 W„ Seward Meri¬ 
dian, Alaaka. 

See, 19, T. 11 N., R. 6 W., 8rward Meridian, 


ObonvlUe, Inc.. Olson vl lie. 

Alaska. 

Point Foaaeadon, Inc., Toinl 
Possession. Alaska. 

k**’ POrt Alrrorth ’ 29 W.. Seward Meridian, 

8 U a'^': U ”°" , ° pCarp - »&» • * COPP- Ri«* 
°~ p * to# - 13 * • ^ 


Dec. 12,1976 
Dec. 11,1976 
May 19, 1978 
Dec. 14.1976 
Aug. 21,1676 
June 30.1976 
Sept. 11,1976 
Sept. 26,1976 
Dec. 17,1975 
Dec. 15,1976 
Dec. 12,1975 
Not. 24.1676 
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received under 43 CFR 6224, Viable Coral 
Communities located on the Outer Con¬ 
tinental Shelf. 

Applicant* Jack H. Thompson. Jr*. Texas 
AArM University. 

Area ot Proposed Operations: Cast Flower 
Garden Reef. Offshore Texas. 

Description of Proposed Operations; Live col* 
lection of 4 species of coral for .use in 
bloassaym. 

Documents and other information sub¬ 
mitted in connection with this applica¬ 
tion are available for public inspection 
during normal business hours at the New 
Orleans Outer Continental Shelf Office, 
500 Camp Street/Suite 841. New Orleans. 
Louisiana 70130. 

Interested persons may comment on 
this application by submitting written 
data, views or arguments to the Manager, 
New Orleans OCS Office at his address 
above. All relevant comments received 
on or before August 8. 1972 will be con¬ 
sidered. 

HAHOLO P. SXEVERDXNG, 

Acting Manager. 

June 20. 1977. 

[FR Doc.77-10420 Filed 7-7-77:8:46 am] 


(M 9241 

MONTANA 

Opportunity for Public Hearing and Republi- 
cation of Proposed Withdrawal 

Junk 29. 1977. 

The Department of Agriculture filed 
application. 8erial No. M 924. on Novem¬ 
ber 8. 1966. for a withdrawal in relation 
to the following described lands: 

Principal Meridian. Montana 

BEAVERHEAD NATIONAL FOREST 
TRAPPER CREEK CHARCOAL KILNS AREA 

T 3 a, R. 10 w.. 

Sec. 6. WVfr of Lot 1. 

Total area—21.86 acres. 

canton creek charcoal kilns area 

T 2 S . R. 10 W, 

Sec 8. Nft8B£NW^. 

Total area—20 acres. 

The areas described aggregate 41.85 In 
Beaverhead County. Montana. 

The applicant desires that the lands be 
reserved as they contain unique brick 
charcoal kilns which the applicant de¬ 
sires to preserve for historical purposes. 

A notice of the proposed withdrawal 
was published in the Federal Register 
oh December 1. 1966. Volume No. 232, 
Page No. 15098. Document No. 66-12890. 

Pursuant to section 204(h) of the Fed¬ 
eral Land Policy and Management Act 
of 1976. 90 Stat. 2754. notice is hereby 
piven that an opportunity for a public 
hearing is afforded in connection with 
the pending withdrawal application. All 
interested persons who desire to be heard 
on the proposed withdrawal must'file a 
written request for a hearing with the 
State Director. Bureau of Land Manage¬ 
ment, P O Box 30157, Billings. Montana 
»9!07, on or before August 8.1977. Notice 
of the public hearing will be published 
in the Federal Register, giving the time 
fcnd place of such hearing. The hearing 


will be scheduled and conducted in ac¬ 
cordance with BLM Manual Sec. 2351.16 
B. All previous comments submitted in 
connection with the withdrawal applica¬ 
tion have been included in the record 
and will be considered In making a final 
determination on the application. 

In lieu of or in addition to attendance 
at a scheduled public hearing, written 
comments or objections to the pending 
withdrawal application may be filed with 
the undersigned authorized officer of the 
Bureau of Land Management on or be¬ 
fore August 8.1977. 

The above-described lands are tem¬ 
porarily segregated from the operation 
of the public land laws, including the 
mining laws, to the extent that the with¬ 
drawal applied for, if and when effected, 
would prevent any form of disposal or 
aoprooriatlon under such laws. Current 
administrative jurisdiction over the seg¬ 
regated lands will not be affected by the 
temporary segregation. In accordance 
with section 204(g) of the Federal Land 
Policy and Management Act of 1976 the 
segregative effect of the pending with¬ 
drawal aoollcaUon will terminate on 
October 20. 1991, unless sooner termin¬ 
ated by action of the Secretary of the 
Interior. 

All communications (exceot for pub¬ 
lic hearing requests) in connection with 
the pending withdrawal Education 
should be addressed to the Chief. Branch 
of Lands and Minerals Operations, 
Bureau of Land Management. Dc^art- 
m*nt of the Interior P.O. Box 30157. 
Billings. Montana 59107. 

Roland F. Lee. 

Chief, Branch of Lands a*d 
Minerals Operations. 

|FR Doc.77-19428 Filed 7-7-77,8:45 am] 


JM 11691 

MONTANA 

Opportunity for Public Hearing and Repub- 
hcatton of Notice of Proposed Withdrawal 

July 1. 1977. 

The Department of Agriculture filed 
application. Serial No. M 1169. on Jan¬ 
uary 3. 2967, for a withdrawal in relation 
to the following described lands: 

Principal Meridian. Montana 
lolo national forest 

SAVIN AC NURSERY. BIO CREEK ADDITION 
T 19 N.. R 30 W . 

Sec. 27. S*,NEU. SEUSW*4. and SE V 

The area described contains 280 acres 
in Mineral County. Montana 

A notice of the proposed withdrawal 
was published in the Federal Register 
on January 18.1967, Volume No. 32, Page 
No. 582. Document No. 67-552. 

Pursuant to section 204(h) of the Fed¬ 
eral l<and Policy and Management Act 
of 1976. 90 8tut. 2754. notice is hereby 
given that an opportunity for a public 
hearing is afforded in connection with 
the pending withdrawal application. All 
interested persons who desire to be 
heard on the proposed withdrawal must 
file a written request for a hearing with 


the State Director. Bureau of Land Man¬ 
agement. P.O. Box 30157, Billings. Mon¬ 
tana 59107, on or before August 10, 1977. 
Notice of the public hearing will be pub¬ 
lished in the Federal Register, giving 
the time and place of such hearing. The 
hearing will be scheduled and conducted 
in accordance with BLM Manual Sec. 
2351.16 B. All previous comments sub¬ 
mitted in connection with the with¬ 
drawal application have been included 
in the record and will be considered in 
making a final determination on the ap¬ 
plication. 

In lieu of or in addition to attendance 
at a scheduled public hearing, written 
comments or objections to the pending 
withdrawal application may be filed with 
the undersigned authorized officer of 
the Bureau of Land Management on or 
before August 10. 1977. 

The above-described lands are tem¬ 
porarily segregated from the operation 
of the public land laws. Including the 
mining laws, to the extent that the with¬ 
drawal applied for, if and when effected, 
would prevent any form of disposal or 
appropriation under such laws. Current 
administrative jurisdiction over the seg¬ 
regated lands will not be affected by the 
temporary segregation. In accordance 
with section 204(g) of the Federal Land 
Policy and Management Act of 1976 the 
segregative effect of the pending with¬ 
drawal application will terminate on 
October 20. 1991, unless sooner termi¬ 
nated by action of the Secretary of the 
Interior. 

All communications (except for pub¬ 
lic hearing requests in connection with 
the pending withdrawal application 
should be addressed to the Chief. Branch 
of Lands and Minerals Operations, Bu¬ 
reau of Land Management. Department 
of the Interior. P.O. Box 30157, Billings. 
Montana 59107. 

Roland F. Lee. 

Chief, Branch of Lands and 
Minerals Operations. 

|FR Doc,77-194S3 Filed 7-7-77:8:45 am] 


|NM 30948. 30952, 30972 and 300751 

NEW MEXICO 
Applications 

June 29. 1977. 

Notice is hereby given that, pursuant 
to section 28 of the Mineral Leasing Act 
of 1920 <30 U.S.C. 185*. as amended by 
the Act of November 16. 1973 (87 Stat. 
576). Transwestem Pipeline Company 
has applied for three 4-inch and one 
6-inch natural gas pipeline rights-of-way 
across the following lands: 

New Mexico Principal Meridian, New Mexico 

T. 18 8 . R 25 B.. 

Sec 6. SW^8EV 4 ; 

Sec 8. NWV4NE14. 

T. 20 S., R 28 E , 

Sec 12. ELlNF‘4. 

Bee 13. NE^NEK. 

T. 20 S.U29E. 

Sec. 7. lot 3 and NE’; 6 W* 4 ; 

Sc?. 18. lota 1 and 2. 

T. 23 S . R 25 E. 

Sec. 12. 8^8E*4. 
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These pipelines will convey natural gas 
across 2.10 miles of public lands in Eddy 
County. New Mexico. 

The purpose of this notice is to in¬ 
form the public that the Bureau will 
be proceeding with consideration of 
whether the applications should be ap¬ 
proved, and if so. under what terms and 
conditions. 

Interested persons desiring to express 
their views should promptly send their 
name and address to the District Man¬ 
ager. Bureau of Land Management. P.O. 
Box 1397. Roswell, New Mexico 86201. 

Fred E. Padilla, 

Chief , Branch of Lands and 
Minerals Operations. 

|FR Doc.77-19488 Filed 7-7-77:8:45 am) 


| KM 300641 

NEW MEXICO 
Application 

June 29, 1977. 

Notice is hereby given that, pursuant 
to section 28 of the Mineral Leasing Act 
of 1920 (30 U.S.C. 185). as amended by 
the Act of November 16. 1973 (87 Stat. 
576). El Paso Natural Gas Company has 
applied for two 4%-lnch natural gas 
pipeline rights-of-way across the follow¬ 
ing lands: 

New Mexico Principal Meridian. New Mexico 

T. 19 S.. R 28 K. f 
Sec. 31. 

T. 20 8.. R. 28 E., 

Sec 8. lot 2 And 6Wy 4 NEV4. 

These pipelines will convey natural gas 
across 0.918 of a mile of public land in 
Eddy County. New Mexico. 

The purpose of this notice is to inform 
the public that the Bureau will be pro¬ 
ceeding with consideration of whether 
the application should be approved, and 
if so. under what terms and conditions. 

Interested persons desiring to express 
their views should promptly send their 
name and address to the District Man¬ 
ager. Bureau of Land Management P.O. 
Box 1397. Roswell. New Mexico 88201. 

Fred E. Padillxa, 

Chief , Branch of Lands and 
Mineral Operations. 

[FR Doc.77-19487 Filed 7-7-77:8:45 am) 


(KM 30953. 30955. 30958, 30959. 30060. 30966, 
30987. 30970, 30076, 30077. 30978 and 309791 

NEW MEXICO 
Applications 

June 30. 1977. 

Notice Is hereby given that, pursuant 
to section 28 of the Mineral Leasing Act 
of 1920 (30 U-S.C. 185). as amended by 
the Act of November 16, 1973 (87 Stat. 
576). El Paso Natural Gas Company has 
applied for twelve 4 *4-inch natural gas 
pipeline rights-of-way across the follow¬ 
ing lands: 


New Mexico Principal Meridian, New Mexico 
T.30N . R 8 W., 

Sec. 26. S4NW»4 and NW*8W%: 

Sec. 27. SW^NE^. Nft8WK. SEV^SW^ 
and NW^SE**; 

Sec. 34, NVfcNWV* 

T. 31 N-, R 8 W , 

Sec. 29. 8ftSBfc. 

T. 31 N.. R. 11 W.. 

Sec. 11. RBfcNWfc. 

T. 32 N.. R. 11 W„ 

Sec 1S.8WK8W14; 

Sec. 22. NW^NW^; 

Sec. 27. NViKWfc. 

T. 25 N.. R. 12 W., 

Sec. XL WViSW'4, SE*4SW54. 
and SWV4S£‘4; 

Sec. 12. NV18WV4; 

Sec 14. NV*NW*. 

T. 30 N. R- 14 W„ 

Sec t.lot 3; 

Sec. 12. lots 3 and 4. 

These pipelines will convey natural 
gas across 3.658 miles of public lands in 
San Juan County, New Mexico. 

The purpose of this notice is to inform 
the public that the Bureau will be pro¬ 
ceeding with consideration of whether 
the applications should be approved, 
and If so, under what terms and 
conditions. 

Interested persons desiring to express 
their views should promptly send their 
name and address to the District Man¬ 
ager, Bureau of Land Management, P.O. 
Box 6770. Albuquerque. New Mexico 
87107. 

Fred E. Padilla, 

Chief. Branch of Lands and 
Minerals Operations. 

|PR Doc.77-10488 Filed 7-7-77:8:45 am) 


(Colorado 22771-A through F (Trail Canyon: 
Colorado 25379—A and B Gathering System)) 

NORTHWEST PIPELINE CORP. 

R/W Application for Pipeline 

June 30. 1977. 

Notice is hereby given that, pursuant 
to Section 28 of the Mineral Leasing Act 
of 1920 (41 Stat. 449), as amended (30 
U.8.C. 185), Northwest Pipeline Corpo¬ 
ration. 315 East 200 South. Sait Lake 
City. Utah 84111, has applied for a right 
of way for a 6V' o.d. and a 4*6" o.d. 
natural gas pipelines for the Trail Can¬ 
yon Gathering System approximately 10 
miles long, across the following Public 
Lands: 

Sixth Principal Meridian. Rio Blanco 
County. Colorado 

T. 3 8 . R 100 W„ 

Sec. 31: Lots 2 and 3. E»iNWV4. 
NW%NK%. 

T. 4 8., R 100 W„ 

Sec 30: B^8E*4; 

Sec 31: LoU 8, 9, and 10. SW!*NE^. 

8ec. 32: SW’^KW^. NVr8K: 

See 33: SW^NW*. 

T. 3 8-, R. 101 W.. 

Sec 36: EVfc8BV4. 


T 4 8 R- 101 W, 

Sec.’ 1: NHNE' 4 , BW%NE%, NW^SEft. 

Kt*swvi: 

8 ec il: SKV 4 SE* 4 ; 

Sec 12: W^NE*. NBfcNWfc. SW^KW^. 

NWViSEfc: 

Sec 34: Lot 4. NE»«SEK: 

Sec. 35: Lou l and 4. SE^KEVi. NBV«SE14l 

Sec 36: Lou 2 and 3. W» 4 NW&, NftSE‘ 4 . 

Sixth Principal Meridian, Oar field County, 
Colorado 

T. 5 8 ., R. 100 W 

Sec. 6 : LoU 9 and 10. 

T. 5 8 . R. 101 W., 

Sec. 1: Lot 8 : 

Sec. 2: LoU 6 and 8 : 

Sec. 3: Lot 5: 

8ec. 11: 6E*4NEV 4 , NW»4NW*4. NEI 48 EI 4 : 

Sec. 12: 

The above-named gathering system 
will enable the applicant to collect na¬ 
tural gas in the area through which the 
pipeline will pass and to convey it to the 
applicant's customers. 

The purposes for this notice are: (1) 
To inform the public that the Bureau 
of Land Management is proceeding with 
the preparation of environmental and 
other analytic reports, necessary for de- 
terming whether or not the application 
should be approved and if approved, 
under what terms and conditions. (2) to 
give all interested parties the oppor- 
termlnlng whether or not the application 
(3) to allow any party asserting a claim 
to the lands involved or having bona fide 
objections to the proposed natural gas 
gathering svst^m to file its claim or ob¬ 
jections in the Colorado State Office. Any 
party so filing must include evidence that 
a copy thereof has been served on North¬ 
west Pipeline Corporation. 

Any comment, claim, or objections 
must be filed with the Chief. Branch of 
Adjudication. Bureau of Land Manage¬ 
ment. Colorado State Office. 4Room 700. 
Colorado State Bank Budding. 1600 
Broadway, Denver. Colorado 80202, as 
promptly as possible after publication of 
this notice. 

Thomas Hardin, 
Chief. Branch of Adjudication. 

|FR Doc 77-10427 Filed 7-7-77:8:45 am) 


(Wyoming 59827) 

WYOMING 

Application 

June 29. 1977. 

Notice Is hereby given that pursuant 
to section 28 of the Mineral Leasing Act 
of 1920. as amended (30 U.S.C. 185). 
Colorado Interstate Oas Company of 
Colorado Springs. Colorado filed an ap¬ 
plication for a right-of-way to construct 
6 inch O.D. and 8 inch OJD. pipelines, a 
1 inch "sweet" gas line, 8 inch "pig" 
launching facilities, an electric control 
cable and power cable for the purpose of 
processing "sour" gas across the follow¬ 
ing described public lands: 
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Sixth Principal Meridian, Wyoming 
T 18 N R 96 W , 

Sec. 28 NWKNE%. NE^NW**. 8^NW*4. 
and NW^SWVi; 

Sec. 32. NfcNSft, SW^KEU. BVyNW%. 

The pipelines will connect the Higgins 
No. 4 Well at a location In sec. 32. T. 18 
N.. R. 98 W.. Sweetwater County. Wyo¬ 
ming. into existing pipeline facilities at 
a location In sec. 21. T. 18 N.. R. 98 W. 
The related facilities are to be utilized 
in the operation and maintenance of the 
gas pipelines. 

The purpose of this notice is to Inform 
the public that the Bureau will be pro¬ 
ceeding with consideration of whether 
the application should be approved and. 
if so. under what terms and conditions. 

Interested persons desiring to express 
their views should do so promptly. Per¬ 
sons submitting comments should in¬ 
clude their name and address and send 
them to the District Manager. Bureau of 
Land Management, Highway 187 North. 
P.O. Box 1869. Rock Springs. Wyoming 
82901. 

Harold O. Stinchcomb. 

Chief, Branch of Lands and 
• Minerals Operations . 

(PR Doc.77-19429 Plied 7-7-77:8:45 Ami 


Office of the Secretary 

[INT FES 77-231 

PROPOSED SAN FRANCISCO BAY 
NATIONAL WILDLIFE REFUGE 

Availability of Final Environmental 
Statement 

Pursuant to section 102(2MC) of the 
National Environmental Policy Act of 
1989. Pub. L. 91-190. the Department of 
the Interior has prepared a final envi¬ 
ronmental statement for the Proposed 
San Francisco Bay National Wildlife 
Refuge, California. 

The UJB. Fish and Wildlife Service. 
Department of the Interior proposes to 
acquire 23.000 acres of land in the south 
San Francisco Bay region, Alameda. San 
Mateo and Santa Clara Counties, to be 
included in a National Wildlife Refuge 
for the protection of Fish and Wildlife 
and to provide opportunities for wildlife 
uiiented recreation within the open 
bpace. As part of this proposal certain 
acquired salt ponds would be reserved to 
Leslie Salt Company under an Easement 
Agreement with the right to continue 
producing salt therein by the solar evap¬ 
oration process. 

Copies of the final statement are avail¬ 
able for Inspection at the following 

locations: 

Kceional Director, US Fish end Wildlife 
Service, 1500 Flnra Building. 1500 NE Ir¬ 
ving Street. P.O. Box 3737. Portland, Ore¬ 
gon 97208. 

Refuge Manager. San Franc toco Bay National 
Wildlife Refuge. 3849 Peralta Boulevard, 
Fremont. California 94536. 

US. Pt&h and Wildlife Service, Division'of 
Wildlife Refuges. Room 2280. 18th and C 
Streets NW.. Wa&hington. DC. 20240, 

Single copies may be obtained by writ¬ 
ing the Environmental Impact Statement 
Coordinator, Division of Wildlife Ref- 
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uges, U S. Fish and Wildlife Service. De¬ 
partment of the Interior, Washington, 
D.C. 20240. 

Dated: June 29. 1977. 

Heather L. Ross. 

Deputy Assistant Secretary 
of the Interior . 

(FR Doc.77-19490 Filed 7-7-77:8:45 amj 

INTERNATIONAL TRADE 
COMMISSION 

(Investigation No. 337-TA-26J 

CERTAIN SOLDER REMOVAL WICKS 

Order Concerning Commission 
Determination 

Upon consideration of the presiding 
officer’s recommended determination and 
the record in this proceeding, the Com¬ 
mission hereby orders the termination of 
Investigation No. 337-TA-26, Certain, 
Solder Removal Wicks, on the basis of 
a determination that no violation of sec¬ 
tion 337 of the Tariff Act of 1930, as 
amended, exists. 

Copies of the Commission Memoran¬ 
dum Opinion in support of the Commis¬ 
sion action are available to the public 
during official working hours at the Of¬ 
fice of the Secretary. United Slates In¬ 
ternational Trade Commission. 701 E 
Street NW.. Washington, DC. 24036. 
Notice of the institution of the investi¬ 
gation was published in the Federal Reg¬ 
ister on July 1.1976 <41 FR 271341. 

Issued: July 1.1977. 

By order of the Commission. 

Kenneth R. Mason, 
Secretary. 

|FR Doc.77-19371 Filed 7-7-77:8:45 amj 


(AA1921-165) 

METAL WALLED ABOVE GROUND 
SWIMMING POOLS FROM JAPAN 

Determination of Likelihood of Injury 

Qn March 29, 1977. the United 8tates 
International Trade Commission received 
advice from the Department of the 
Treasury that metal-wailed above¬ 
ground swimming pools from Japan are 
being, or are likely to be. sold in the 
United States at less than fair value 
within the meaning of the Antidumping 
Act. 1921, as amended U9U.S.C. 160(a)). 
Accordingly, on April 5. 1977, the Com¬ 
mission Instituted investigation No. 
AA1921-165 under section 201(a) of said 
act to determine whether an industry in 
the United States is being or is likely to 
be injured, or is prevented from being 
established, by reason of the importation 
of such merchandise into the United 
States. 

Notice of the institution of the investi¬ 
gation and of a public hearing to be held 
in connection therewith was duly given 
by posting copies thereof in the Office of 
the Secretary, United States Interna¬ 
tional Trade Commission. Washington. 
D C., and at the Commission's New York 
Office, and by publishing the notice in the 
Federal Register of April 11. 1977 (42 
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FR 18906). On May 12, 1977, a hearing 
was held In accordance with the notice, 
and all persons requesting the opportun¬ 
ity were permitted to a pear by counsel 
or in person. 

In arriving at its determination, the 
Commission gave due consideration to all 
written submissions from interested par¬ 
ties and information adduced at the 
hearing os well as Information obtained 
by the Commission's staff from question¬ 
naires. personnel Interviews, and other 
sources. 

On the basis of the investigation, the 
Commission (Chairman Minchew and 
Commissioner Ablondi dissenting) has 
determined that an industry in the 
United States is likely to be Injured by 
reason of the importation of metal- 
walled above-ground swimming pools 
from Japan that arc being, or are likely 
to be, sold at less than fair value within 
the meaning of the Antidumping Act, 
1921. as amended. 

Issued: June 29, 1977. 

By order of the Commission. 

Kenneth R. Mason, 
Secretary. 

Statement or Reasons for Affirmative 

Determination of Vice Chairman 

Joseph O. Parkf.r and Commissioners 

George M. Moore and Catherine 

Bedell 

On April 5.1977. the U S. International 
Trade Commission instituted investiga¬ 
tion No. AA1921-165 under section 201 
<a) of the Antidumping Act. 1921. as 
amended. This investigation was made 
to determine whether an industry in the 
United States Is being or is likely to be 
injured, or is prevented from being es¬ 
tablished. by reason of the Importation 
into the United States of metal-walled 
above-ground sw’lmming pools from 
Japan which the Department of the 
Treasury has determined are being, or 
are likely to be. sold at less than fair 
value (LTFV) within the meaning of 
the act. In order to make an affirmative 
decision, the Commission must find two 
conditions satisfied in this investigation. 
First, it must find that an industry In 
the United States is being or is Ukcly 
to be Injured or is prevented from being 
established.’ Second, any injury or like¬ 
lihood of Injury must be by reason of 
the importation into the United States 
of the class or kind of foreign merchan¬ 
dise which the Treasury has determined 
is being, or Is likely to be. sold at LTFV. 
We have determined that an industry 
in the United States is likely to be In¬ 
jured by reason of the importation of 
the subject articles which the Depart¬ 
ment of the Treasury has determined arc 
being or are Ukcly to be sold at LTFV. 

LTFV SALES 

The Department of the Treasury in¬ 
vestigated U.S. imports of metal -walled 
above-ground swimming pools from 


* Prevention of the wtabUahinent of an 
Industry to not an Issue In the Instant case 

and will not be discussed further. 
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Japan during the period November 1. 
1975, through April 30, 1976. For that 
period, Asahl Chemical Industry Co., 
Ltd., 'AsahD supplied approximately 90 
percent of all Japanese exports of above¬ 
ground pools to the United States, ac¬ 
cording to information developed by the 
Department of the Treasury. Fair value 
comparisons were made on almost all 
sales of the subject merchandise sold 
in the United States by Asahi during the 
period of Investigation. Treasury found 
margins on Asahi's sales In the United 
States ranging from 1 percent to 32 per¬ 
cent on approximately 47 percent of the 
sales compared. The weighted average 
margin on all sales was 3.5 percent 
Margins were found on all sizes of metal- 
walled above-ground pools exported by 
Asahl to the United States. 

THE IMPORTED ARTICLE AND THE DOMESTIC 
INDUSTRY 

Metal-walled above-ground swimming 
pools are recreational pool structures 
which can be taken opart and reas¬ 
sembled. Such pools differ from other 
types of swimming pools, such as in¬ 
flatable children's pools and the larger 
in-ground and on-ground pools, in that 
they are both non inflatable, and trans¬ 
portable. Above-ground swimming pools 
are normally categorized into two 
groups: Splashers and family pools. 
Splashers/which are circular, range from 
about 6 feet to 12 feet in diameter, and 
from 1 foot to 3 feet in depth. Family 
pools, which are circular or oval, are 
generally 15 feet or more in diameter 
and 4 feet in depth, although certain 
large models are up to 8 feet in depth 
at certain points. 

We have considered the relevant do¬ 
mestic Industry in this investigation to 
consist of the U.S. facilities devoted to 
the production of metal-walled above¬ 
ground swimming pools. There are eight 
known manufacturers of metal-walled 
above-ground swimming pools in the 
United States, three of which account 
for more than 80 percent of annual U S. 
producers' shipments. Sales of family 
pools accounted for aoproximately 90 
percent of the value of U.S. producers* 
shipments of all above-ground pools in 
1975 and 1976. 

LIKELIHOOD Of INJURY BY REASON Of 
LTFV SALES 

U.8. Imports from Japan of all metal- 
waned above-ground pools have ac¬ 
counted for over 60 percent of apparent 
U.S. consumption from 1975 through 
January-March 1977. In 1976. the year 
In which most LTFV sales occurred, im¬ 
ports from Japan climbed to their high¬ 
est level for the 1973-76 period. To fully 
understand the effect of imports of 
metal-walled above-ground pools from 
Japan on the domestic Industry, it 1* 
necessary to review the recent history of 
such Imports with respect to specific pool 
categories. 

Imports of splasher pools from Japan 
first entered the U.S. market In signifi¬ 
cant quantities In the late 1960 s. Such 
imports increased so rapidly that by 1976 
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they accounted for almost 90 percent of 
apparent U8. consumption of such 
pools. A number of these imports, in 
1976. were found by Tr easury to be sold 
in the United States at LTFV, 

In 1975. the first Imports of family 
pools from Japan fall of which were 
from Asahai) entered the U.S. market, 
accounting for less than 5 percent of ap¬ 
parent UJ3. consumption of such pools 
in that year. In 1976. however, such im¬ 
ports Increased significantly and ac¬ 
counted for more than 10 percent of 
apparent U.S. consumption of family 
pools. All the family pools imported from 
Japan during 1975, and most of those 
imported during 1976, entered during the 
period in which Treasury found LTFV 
sales. 

The recent increase in imports, of 
metal-walled above-ground pools from 
Japan, particularly family pools, to¬ 
gether with a drop in demand in 1975, 
has had an impact on the operations of 
U.S. producers. U.S. producers' ship¬ 
ments of all metal-walled above-ground 
pools declined from a peak of 249,CH>0 
pools In 1974 to 91,000 pools in 1975 and 
then increased to 133,000 pools in 1976— 
still 47 percent below the 1974 level. 
Shipments of family pools, which as in¬ 
dicated above constitute about 90 per¬ 
cent of the value of annual U.8. pro¬ 
ducers* shipments of all above-ground 
pools, declined from 123.000 pools in 1974 
to 46.000 pools in 1975, and then in¬ 
creased to 76.000 pools in 1976—38 per¬ 
cent below the 1974 level. 

The average number of production 
and related workers engaged In the man¬ 
ufacture of above-ground pools followed 
a trend similar to that for producers' 
shipments, declining from 611 in 1974 to 
346 in 1975 and then increasing slightly 
to 415 in 1976—32 percent below the 1974 
level. 

The LTFV Imports, if allowed to con¬ 
tinue. could well exacerbate a trend of 
declining profits which the domestic in¬ 
dustry has experienced In recent years. 
The net operating profit for the 3 U.S. 
producers, which account for over 80 
percent of domestic shipments, declined 
from $5 6 million in 1974 to $2.7 million 
in 1975. In 1976. despite an Increase in 
net sales, net operating profit continued 
to decline to $2.5 million. The ratio of 
net operating profit to net sales for the 
3 firms on their above-ground swimming 
pool operations declined from 13.7 per¬ 
cent In 1974 to 11.8 percent in 1975 and 
to 7.5 percent in 1976. 

There is additional evidence tha t the 
domestic producers lost sales to LTFV 
imports from Japan and. If such Imports 
continue, it Is likely that they will injure 
the domestic industry. U.S. producers 
advised the Commission that sales lost 
to LTFV imports totaled $2.3 million in 
1975 and $4 4 million in 1978. Officials of 
several of the firms listed by U.8. pro¬ 
ducers as having reducing purchases of 
domestically produced pools because of 
increased purchases of Japanese pools 
stated that price was the determinative 
factor in their decisions to begin import¬ 
ing pools from Japan or increase their 


imports. Fifteen U.S. purchasers of 
above-ground pools reported data to the 
Commission showing a displacement of 
purchases of U.S.-made pools by imports 
of Japanese pools during the period 1975 
and 1976 and January-March 1977. 
Three large purchasers did not import 
any above-ground pools prior to 1975, 
but by 1976 they were importing vir¬ 
tually all their above-ground-pool re¬ 
quirements from Japan. 

Price data collected by the Commission 
indicate that all sizes of above-ground 
pools imported from Japan undersell 
the domestic product, but that the 
margin of underselling is more pro¬ 
nounced with respect to family pools. 
Since 1975, when imports of family pools 
from Japan first entered the United 
States, such pools have been sold at 
prices averaging from 24 to 41 percent 
below those of U S.-made pools. However, 
at the Commission's public hearing, the 
domestic industry maintained, and coun¬ 
sel for Asahl agreed, that the practical 
price advantage is much less. This is be¬ 
cause U.S. producers provide their cus¬ 
tomers with numerous services that are 
not available from Japanese manufac¬ 
turers. Such services include a form of 
easy financing that is written into the 
wholesale terms of sale allowing the pool 
dealer to pay for pools in July or August, 
although actual delivery may have taken 
place up to 7 months earlier. Further¬ 
more, often pool producers do not force 
dealers to take delivery of pools previ¬ 
ously ordered. The financing and flexi¬ 
bility in delivery provided by U.S. pro¬ 
ducers are not available for imports from 
Jaoan, which are purchased only 
through irrevocable letters of credit and 
require lengthy lead times. Taking such 
factors into consideration, it is believed 
that the real price advantage of imports 
from Ja^an is less than 10 percent. Con¬ 
sequently. the 3.5 percent average dump¬ 
ing margin found by Terasury is a signifi¬ 
cant factor in causing likehood of in¬ 
jury to the domestic industry. 

As noted above, it is evident that Jap¬ 
anese imports of splasher pools now 
dominate the US. market for these arti¬ 
cles and the LTFV lmoorts from Japan 
have also made significant inroads into 
the U S. market for family pools. Infor¬ 
mation obtained in the investigation in¬ 
dicate that Asahi is capable of signifi¬ 
cantly increasing its share of the U.S 
family pool market by reason of Its 
ability to expand production of metal- 
walled above-ground pools with existing 
equipment. In view of these considera¬ 
tions. the U.S. industry is likely to be in¬ 
jured if LTFV imports continue un¬ 
abated. 

CONCLUSION 

On the basis of the evidence developed 
during this investigation, we have deter¬ 
mined that an Industry in the United 
States is likely to be injured by reason 
of the importation of metal-walled 
above-ground swimming pools from 
Japan which the Department of the 
Treasury has determined arc being, or 
are likely to be. sold at LTFV. 
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STATEMENT OP REASONS FOE NEGATIVE 

Determination op Chairman Daniel 

Min chew and Commissioner Italo H. 

Ablondi 

On March 29. 1977. the United States 
international Trade Commission (Com¬ 
mission) received advice from the De¬ 
partment of the Treasury (Treasury) 
that metal-walled above-ground swim¬ 
ming pools from Japan are being sold in 
the United States at less than fair value 
(LTFV) within the meaning of the Anti¬ 
dumping Act of 1921, as amended (19 
U S C. 160(a)). Accordingly, on April 5. 
1977. the Commission instituted investi¬ 
gation No. AA1921-165 under section 201 
<a) of the Act to determine whether an 
industry in the United States is being or 
Is likely to be Injured, or is prevented 
from being established, by reason of the 
importation of such merchandise into 
the United States. 

Before the Commission may find in 
the affirmative in this investigation, it is 
necessary that the following two condi¬ 
tions be met: 

(1) An industry in the United States UT 
being or is likely to be injured, or is pre¬ 
vented from being established. 1 and 

(2) The requisite injury must be by 
reason of importation into the United 
States of the merchandise which Treas¬ 
ury has determined is being, or is Ukely 
to be. sold at LTFV within the meaning 
of the Antidumping Act of 1921. as 
amended, 

DETERMINATION 

On the basis of information obtained 
in the Investigation, we determine that 
there is no injury or likelihood of injury 
to an industry in the United States by 
reason of the Importation of metal- 
walled above-ground swimming pools 
from Japan. 

THE IMPORTED ARTICLE AND THE DOMESTIC 
INDUSTRY 

Metal-walled above-ground swimming 
pools, the Imported articles which are 
the subject of this investigation, are 
recreational structures which can be 
taken apart and reassembled. They dif¬ 
fer from other types of swimming pools 
in that they are non-inflatable unlike 
many children’s pools, and are trans¬ 
portable as opposed to the larger in-and- 
on-ground pools. The above-ground 
pools Involved in this investigation are 
normally categorized as "splashers,” 

A hich are smaller units, and the larger 
“family pools/* generally having a diam¬ 
eter of 15 feet and over. 

Approximately eight U S. firms manu¬ 
facture metal-walled above-ground 
swimming pools. These Arms are the 
most likely to be affected by LTFV Im¬ 
ports, and for the purposes of this de¬ 
termination are treated as the relevant 
domestic industry. Of the Arms compris¬ 
ing this Industry, the three largest ac¬ 
count for over 80 percent of the total 
V S, produc tion of the pools In question. 

Prevention of the mtibllAhmcnt of an in¬ 
dustry Is not *n Issue in the Instant Investi¬ 
gation and wiu not be discussed further. 


NO INJURY BY REASON OF LTFV SALES 

The information gathered during the 
Investigation indicates that the second 
condition as set out above, which must 
be met prior to an affirmative finding, is 
not satisAed in the instant case. Le., any 
injury experienced by the domestic in¬ 
dustry involved in the production of the 
subject swimming pools is not by reason 
of LTFV imports. 

IMPORT PENETRATION AND LOST SALES 

The proportion of the U.S. market 
captured by pools imported from Japan 
is decreasing. The ratio of imports to 
total UJS. consumption of the subject 
swimming pools dropped by almost 3 
percent from 1975 to 1976. Further de¬ 
cline occurred during the Arst quarter of 
1977 for all pool sizes. Of particular im¬ 
portance is the marked decline in imports 
of family pools, for which the ratio 
decreased by more than 50 percent from 
that in the corresponding period of 1976. 
This sharp decline has special signifi¬ 
cance because family pools constitute the 
vast bulk of the value of all above-ground 
swimming pools sold in this country. 
Thus, the penetration exists for the most 
part in an area of relative inslgniAcance 
to domestic operations. On the other 
hand, the import penetration is very 
small in the area of primary concern to 
the domestic industry (sales of family 
poo's represent approximately 90 percent 
of the value of U.S. producers’ ship¬ 
ments), and as the report reveals, this 
penetration is decreasing. 

Furthermore, available data indicate 
that the current Impact of LTFV margins 
is much less important than the overall 
Japanese price advantage with respect 
to this product. The Japanese price ad¬ 
vantage in the sale of above-ground 
metal-wailed pools Is substantial, at 20- 
25 percent. Any Injury to the domestic 
industry, therefore, would seem to be 
attributable to this significant price ad¬ 
vantage and not to the 3.5-percent 
average weighted dumping margin. Al¬ 
though other factors such as financing 
arrangements and flexibility In delivery 
terms somewhat mitigate the consider¬ 
able Japanese price advantage, it remains 
highly influential. When contrasted to 
the relatively low dumping margin, price 
advantage appears to be a more per¬ 
suasive cause of any injury which the 
domestic industry may have suffered. 

VS. PRODUCERS’ SHIPMENTS, EMPLOYMENT. 

AND PROFITABILITY 

The declines experienced by the 
domestic Industry during 1975 in the 
areas of shipments, employment, and 
proAtability must be viewed within the 
context of the generally poor economic 
conditions existing at that time. In 1974 
in response to a strong and Increasing 
demand, shipments were at their highest 
level during the 1973-76 period. In 1975. 
however, total apparent U.S. consump¬ 
tion of abovQ-ground mctal-waUed pools 
plummeted by 43 percent, and predict¬ 
ably. shipments, employment, and proAt¬ 
ability followed a parallel course. As the 


economy took a healthier turn. U.S. 
producers’ shipments rose from 91.000 
pools in 1975 to 133.000 pools in 1976. an 
increase of 46 percent over the previous 
year. 

Employment followed a similar upward 
course in 1976, and the Agures for the 
Arst quarter of 1977, which are eight 
percent above the averages for the cor¬ 
responding period in the previous year, 
clearly indicate continuing gains in this 
area. Advances also are present in U.S. 
producers’ net operating proAts for over¬ 
all company operations. Following 1975’s 
slide to $4.6 million from $8.5 million 
from the previous year, net operating 
proAts soared to $11.6 million in 1976— 
the highest Agure in the 1972-76 period. 
The ratio of net operating proAts to net 
sales for overall company operations 
similarly increased to 10 percent in 1976 
from a low of 6.2 percent in 1975. Thus, 
in terms of sales, employment, and 
proAtability, 1976 was a highly prosper¬ 
ous year for U.S. producers. These Agures 
make clear that the depressed state of 
production affairs for the domestic in¬ 
dustry resulted not from LTFV import 
sales, but rather because of the prevail¬ 
ing domestic market patterns during the 
period in question. One additional factor 
which has had a continuing adverse im¬ 
pact on domestic ooerations is weather 
conditions, particularly the acute water 
shortages currently being experienced in 
the West. This situation helps explain 
why. in spite of the strong post-recession 
surge in U.S. producers’ overall opera¬ 
tions. the above-ground swimming pool 
Agures still lay behind their earlier record 
levels. 

NO LIKELIHOOD Or INJURY BY REASON 
OF LTFV IMPORTS 

The above-mentioned reasons which 
dictate a finding that a U S. industry is 
not being injured by reason of LTFV 
sales of imported metal-walled above¬ 
ground swimming pools from Japan, also 
apply to the Issue of likelihood of injury. 
The Commission has received assurances 
that any sales which possibly could be in¬ 
terpreted as having been at LTFV have 
been terminated and will not occur in 
the future. Further. U.S. imports 
from Japan are substantially declining, 
which 1s especially significant as noted 
earlier with regard to family pools. These 
imports dropped by almost 60 percent 
from January-March 1976 to the cor¬ 
responding period in 1977, while the ratio 
of such Imports to consumption declined 
more than 50 percent in that same period. 

CONCLUSION 

On the basis of the factors set forth 
above, we have determined that an In¬ 
dustry In the United States is not being 
and is not likely to be injured by reason 
of the importation of metal-walled 
above-ground swimming pools from 
Japan which the Department of the 
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Treasury has found to be or likely to be 
sold at LTFV. 

Issued: June 30, 1977. 

By order of the Commission. 

Kenneth H. Mason, * 
Secretary. 

(PR Doc.77-19515 Piled 7-7-77:8:45 am) 

DEPARTMENT OF JUSTICE 
Drug Enforcement Administration 
CONTROLLED SUBSTANCES 

Proposed 1977 Aggregate Production 
Quota for Ecgonine for Conversion 

8ectton 306 of the Comprehensive Drug 
Abuse Prevention and Control Act of 1970 
<21 U S C. 826 > requires the Attorney 
Oeneral to establish aggregate produc¬ 
tion quotas for all controlled substances 
In Schedules I and n each year. This 
responsibility has been delegated to the 
Administrator of the Drug Enforcement 
Administration pursuant to 5 0.100 of 
Title 28 of the Code of Federal Regula¬ 
tions. 

Ecgonine is a naturally occuring bi¬ 
product derived from the processing of 
coca leaves. There is no direct medical 
usage of this substance in the United 
States and thus, all quantities which are 
produced are destroyed. 

DEA has now been advised that a 
domestic manufacturer of cocaine de¬ 
sires to convert quantities of ecgonine to 
cocaine in addition to producing cocaine 
directly from coca leaves. This change 
of process will not result In the produc¬ 
tion of cocaine in excess of the limita¬ 
tions established by the aggregate pro¬ 
duction quota for cocaine for a given year. 

In order to allow for this conversion 
from ecgonine, quantities of ecgonine 
must be produced under the restrictions 
of a quota. No quota has been established 
thus far In 1977 for this substance. 

To provide for the legitimate needs of 
this substance for 1977, the Drug En¬ 
forcement Administration hereby estab¬ 
lishes an Interim 1977 aggregate produc¬ 
tion quota for ecgonine for conversion 
of 700 kilograms expressed as anhydrous 
base In addition, based upon considera¬ 
tion of the above factors, the Adminis¬ 
trator of the Drug Enforcement Admin¬ 
istration does hereby propose that the 
aggregate production quota for this rub- 
stance for 1977 be established at 700 kilo¬ 
grams. expressed In terms of anhydrous 
base. 

All interested persons are invited to 
submit their comments and objections 
in writing regarding this proposal. There 
comments or objections should state 
with particularity the issues concerning 
which the person desires to be heard. 
Comments and objections should be sub¬ 
mitted in quintupllcate to the Adminis¬ 
trator. Drug Enforcement Administra¬ 
tion. United States Department of Jus¬ 
tice. Washington, DC. 20537. Attention: 
DEA Federal Register Representative, 
and must be received by August 8, 1977. 
If a person believes that one or more 
Issues raised by him warrants a full ad¬ 
versary-type hearing, he should so state 
and summarize the reasons for his belief. 


In the event that comments or objec¬ 
tions to this proposal raise one or more 
issues which the Administrator finds, in 
his sole discretion, warrants a full ad¬ 
versary-type hearing, the Administrator 
shall order a public hearing in the Fed¬ 
eral Register summarizing the Issues to 
be heard and setting the time for the 
hearing. 

The establishment of the interim ag¬ 
gregate production Quota for ecgonine 
for conversion is effective on July 8.1977. 

Dated: July 1,1977. 

Peter B. Ben-tno~r, 

Administrator. 

|PR Doc.77-19521 Filed 7-7-77:8:45 am] 


Law Enforcement Assistance 
Administration 

STANDARDS FOR REVIEWING STATE COM¬ 
PREHENSIVE LAW ENFORCEMENT AND 

CRIMINAL JUSTICE PLANS 

Pursuant to the 1976 amendment 
<Pub. L. 94-503) to section 303(b) of the 
Omnibus Crime Control and Safe 8treets 
Act of 1968, as amended, 42 U.S.C. 3733 
<b>. the Law Enforcement Assistance 
Administration must evaluate the likely 
effectiveness and impact of State Com¬ 
prehensive Law Enforcement and Crim¬ 
inal Justice Plans prior to approving 
such plans submitted by each State Plan¬ 
ning Agency. In order to approve a plan. 
LEAA must make an affirmative finding 
in writing that such plan (1) reflects a 
determined effort to improve the quality 
of law enforcement and criminal justice 
throughout the State and (2) Is likely to 
contribute effectively to an improvement 
of law enforcement and criminal Justice 
in the State and make a significant and 
effective contribution to the States ef¬ 
forts to deal with crime. The LEAA 
evaluation and written findings will be 
made based on the standards set forth 
in this notice. These standards are de¬ 
rived from the requirements for State 
Comprehensive Plans contained in LEAA 
Guideline Manual M 4100.IF. "State 
Planning Agency Grants'*. Copies of that 
Manual have been made* available to 
State Planning Agencies: other inter¬ 
ested parties may obtain copies from 
LEAA. 633 Indiana Avenue NW.. Wash¬ 
ington. D.C. 20531 or from LEAA Re¬ 
gional Offices. The LEAA standards for 
plan review are as follows: 

1. LEAA will make a written finding 
that a State plan reflects a determined 
effort to improve the quality of law en¬ 
forcement and criminal Justice through¬ 
out the State If LEAA finds that the 
State plan Is comprehensive and state¬ 
wide pursuant to LEAA Guideline Man¬ 
ual M 4100.IF In the definition, develop¬ 
ment. and correlation of law enforce¬ 
ment and criminal Justice programs and 
projects and in the establishment of law 
enforcement and criminal justice prior¬ 
ities. 

2. LEAA will make a written finding 
that a State plan is likely to contribute 
effectively to an Improvement of law 
enforcement and criminal justice in the 


State and make a significant and effec¬ 
tive contribution to the State's effort to 
deal with crime if. on the basis of the 
evaluation for effectiveness and impact. 
LEAA finds that: 

ca) There is clear and explicit evi¬ 
dence that the plan follows a logical pro¬ 
gression from crime analysis and prob¬ 
lem analysis to the development of pro¬ 
grams, showing a thread of continuity 
in which each of the components of the 
plan builds upon each of the previous 
steps in the plan development; 

(b> Quantifiable goals have been real¬ 
istically set and are related to identified 
problems; 

<c> Standards have been realistically 
set. and are related to goals to be 
achieved: 

<d> The plan contains a detailed 
strategy for Implementation: and 

<e> The State’s progress In achieving 
goals and implementing standards un¬ 
der previous plans gives clear and expli¬ 
cit evidence that the plan under consid¬ 
eration is likely to have Impact and be 
effective. 

James M. H. Gregg. 

Assistant Administrator , OP3f. 

(FR Doc.77-19430 Filed 7-7-77:8:45 amj 


DEPARTMENT OF LABOR 

Employment and Training Administration 

EMPLOYMENT TRANSFER AND BUSINESS 
COMPETITION DETERMINATIONS UN 
DER THE RURAL DEVELOPMENT ACT 

Applications 

The organizations listed in the attach¬ 
ment have aopiied to the Secretary ol 
Agriculture for financial assistance in 
the form of grants, loans, or loan guar¬ 
antees in order to establish or improve 
facilities at the locations listed for the 
purposes given in the attached list The 
financial assistance would be authorized 
by the Consolidated Farm and Rural 
Development Act, as amended, 7 UBC 
1924(b). 1932, or 1942(b). 

The Act requires the Secretary of La¬ 
bor to determine whether such Federal 
assistance is calculated to or Is likely to 
result In the transfer from one area to 
another of any employment or business 
activity provided by operations of the 
applicant It is permissible to assist the 
establishment of a new branch, affiliate 
or subsidiary, only IX this will not result 
in increased unemployment In the place 
of present operations and there is no 
reason to believe the new facility Is be¬ 
ing established with the Intention ol 
closing down an operating facility. 

The Act also prohibits such assistance 
if the Secretary of Labor determines that 
It Is calculated to or is likely to result in 
an increase in the production of goocL 
materials, or commodities, or the avail¬ 
ability of services or facilities in the 
area, wheq there is not sufficient demand 
for such goods, materials, commodities 
services, or facilities to employ the effi¬ 
cient capacity of existing competitive 
commercial or industrial enterprises, 
unless such financial or other assistance 
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will not have an adverse effect upon ex¬ 
isting competitive enterprises in the area. 

The Secretary of Labor's review and 
r» rtiflcatlon procedures are set forth at 
29 CFR Part 75. In determining whether 
the applications should be approved or 
dented* the Secretary will take into con- 
‘ '.deration the following factors: 

L The overall employment and unem¬ 
ployment situation in the local area in 
which the proposed facility will be lo¬ 
cated. 

2. Employment trends In the same In¬ 
dustry In the local area. 

3. The potential effect of the new fa¬ 
cility upon the local labor market, with 
particular emphasis upon Its potential 
impact upon competitive enterprises In 
the same area. 

4. The competitive effect upon other 
facilities in the same industry located in 

Application* received during 


other areas (where such competition is 
a factor). 

5. In the case of applications involving 
the establishment of branch plants or 
facilities, the potential effect of such 
new facilities on other existing plants or 
facilities operated by the applicant. 

All persons wishing to bring to the at¬ 
tention of the Secretary of Labor any 
information pertinent to the determina¬ 
tions which must be made regarding 
these applications are invited to submit 
such information In Writing within two 
weeks of publication of this notice to: 

Deputy Assistant Secretary for Employment 
and Training. 601 D Street NW., Washing¬ 
ton. DC. 20213. 

Signed at Washington. D.C., this 5th 
day of July 1977. 

Ernest O. Green. 

Assistant Secretary for 
Employment and Training. 

the ireefc ending July 1, J9T7 


Nam* of applicant Location ot Enterpriaa Principal Product or Activity 


Br vrninf Ubontorka, Tne.. 

»toga Knitting Mill, Inc. 

Utility Bo* Company, Inc.. 

1 N O Berried, Inc—.. 

Trooper, Inc.*——.- 


Look Court*—.. 

Kirk r Automotive Service.... 
R .K. Balky A Boos, Inc. 


Hoi (day Hoefcry Milk. Inc. (tenant of town 

ot Hudson). 

Vavi* Wood Products, Inc. (tenant of town 
ot Hudson). 

Judy Branch Ikhy. Inc...—.. 

< s Industries, live....—.. 

I'oft Rorri Supermarkets, Inc..-. . 

l! vll industries, Inc..—. 

BrlU Tech Carp.. .. 


F• Mu Products Elevator Co.............• 

Julius Pool* and Hcrahl Pilcher. 

Hoeurtty Manufacturing Carp.. 


Laconia, N.H.. Manufacture of eitUcns band radios. 

Baratofa Borings, N.Y.. Manufacture of (abrtc-trvcot-synthctlc. 

Natsrelh, Pa..Manufacture of paper boxes. 

Pittsburgh, Pa.process, cotnprew. transport and unload 

compressed natural gas. 

Wadley, Ga..Manufacture of women's and men's work 

clothing, 

Carolina Beach, N.C... Night dub with food and dancing. 

.do_...__ Automotive repair and sake. 

C had bourn. N.C.8 wort potato storage and processing ware¬ 

house. 

Hudson, N.C.Ftebhltvg. packaging and asks of hosiery 

products. 

.do...Manufacture of plywood and furniture parta. 


CUo, Ala....Prepares feed ingredient and fcrtHirer. 

Donaldsonvilk, La__ Produce liquid and solid carbon dioxide. 

Hoik, Ark.....Retail groceries and meat. 

Mercedes, To*. Rendering plant for meat packers. 

Britt. Iowa__Manufacture of portable high pressure 

washers. 

Bchuykr, NVbr..„_Grain storage facility. 

Rang ley. Colo.—... Motel with restaurant and lounge. 

Palmer, Alaska.Manufacture of mobile homes and modular 

homes. 


|FR Doc.77-19486 Filed 7-7-77.8:45 ami 


Pension and Welfire Benefit Programs 
DEPARTMENT OF THE TREASURY 
Internal Revenue Service 

I Prohibited Transaction Exemption 77-8; 
Application No. D-281 j 

EMPLOYEE BENEFIT PLANS 

Class Exemption Involving Transfer of Indi- 
vidua! Life Insurance Contracts and 
Annuities From Employee Benefit Plans 
to Plan Participants, Certain Benefici¬ 
aries of Plan Participants, Employers, 
and Other Employee Benefit Plans 

Correction 

In PH Doc. 77-17666. appearing at 
page 31574 In the issue for Tuesday, 
June 21. 1977, In the first line, middle 
column, page 31574, “CB. 772" should 
read "C.B. 722"; and In the last line of 
the paragraph titled “Exemption,* 
middle column, page 31575. "C.B. 22" 
should read "C3.722.” 


NATIONAL SCIENCE FOUNDATION 
SCIENCE APPLICATIONS TASK FORCE 
Meeting 

In accordance with the Federal Ad¬ 
visory Committee Act, as amended, Pub. 
L. 92-463. the National Science Founda¬ 
tion announces the following meeting: 

NAME: Science Applications Task Force. 

DATE AND TIME: July 26.1977—9 am.- 
5 p.m.; July 27. 1977—9 a.m.-4 p.m. 
PLACE: Room 540* National Science 
Foundation. 1800 G Street NW.. Wash¬ 
ington, D.C.20550. 

TYPE OF MEETING: Partially open. 
July 26—9 a m.-5 p.m.—Open to public 
observers. July 27—9 am.-12 noon— 
Closed session; 1:30 pm.-4 pm.—Open 
to public observers. 

CONTACT PERSON: 

OUbert B. Devey. Executive Secretary. 
Science Applications Task Force. Na¬ 


tional Science Foundation. Telephone 
202-634-6608. Persons Interested in at¬ 
tending the meeting should inform the 
Executive Secretary before 5 om. on 
July 20.1977. 

SUMMARY MINUTES: May be obtained 
from the Committee Management Co¬ 
ordination Staff, Division of Personnel 
and Management, Room 248, National 
Science Foundation, Washington. D.C. 
20550. 

PURPOSE OF ADVISORY GROUP: The 
purpose of the NSF Task Force on Sci¬ 
ence Aplications is to provide advice and 
assessments and make recommendations 
to the NSF Director on science applica¬ 
tions programs and related organization 
and management Issues. 

AGENDA: July 26. 1977—Discussion of 
final report. July 27. 1977—(Closed ses¬ 
sion.) Discussion of the professional 
qualifications of prospective candidates 
for the position of the Assistant Director 
for science applications programs. In¬ 
cluding possible assessment of incumbent 
management. July 27. 1977—(Open ses¬ 
sion.) Discussion of final report. 
REASON FOR CLOSING: The dis¬ 
closure of the Intended content could 
constitute an unwarranted invasion of 
Individuals' personal privacy, and this 
session Is closed in accordance with ex¬ 
emption 6 of the Government in the 
Sunshine Act of 1977. 

AUTHORITY FOR CLOSING: This de¬ 
termination was made on June 27, 1977. 
pursuant to provisions of section 10(d) 
of Pub. L. 92-463. 

M. Rebecca Winkler. 

Acting Committee, 
Management Officer. 

July 1.1977. 

|FR Doc.77-19413 Filed 7-7-77;8:45 ami 

RENEGOTIATION BOARD 
EXCESSIVE PROFITS AND REFUNDS 
Interest Rate 

Correction 

In PR Doc. 77-18076 appearing on page 
32339 in the issue for Friday, June 24. 
1977. in the ninth line, "7Vk M should be 
corrected to read "7%." 


EXEMPTION OF FOREIGN MILITARY 
SALES 

Rescission of Interpretation No. BO 

Correction 

In FR Doc. 77-18075 appearing on 
page 32339 in the issue for Friday. June 
24. 1977. the date above the signature. 
"June 2. 1977" should be corrected to 
read "June 21. 1977" 
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SECURITIES AND EXCHANGE 
COMMISSION 

|Filr No. 500-11 

CAL-AM CORP. 

Suspension of Trading 

June 28. 1977. 

It appearing to the Securities and Ex¬ 
change Commission that the summary 
suspension of trading in the securities of 
Cal-Am Corporation toeing traded on a 
national securities exchange or otherwise 
is required tn the public interest and for 
the protection of investors; 

Therefore, pursuant to section 12(k> of 
the Securities Exchange Act of 1934. 
trading in such securities on a national 
securities exchange or otherwise is sus¬ 
pended. for the period from 3:00 p.m. 
<EDT> on June 28, 1977 through July 7. 
1977. 

By the Commission. 

George A. Fitzsimmons, 
Secretary. 

|FR Doc.77-10509 Filed 7-7-77;8:45 am] 


(Retells* No. 34-13698; File No. SR-CBOE- 
1077-151 

CHICAGO BOARO OPTIONS EXCHANGE. 

INC. 

Self-Regulatory Organizations; Proposed 
Rule Change 

Pursuant to section 19'bMl) of the 
Securities Exchange Act of 1934. 15 
US C. 78s'b) (1) as amended toy Pub. L. 
No. 94-29 (June 4. 1975>. notice Is hereby 
given that on June 13, 1977, the above- 
mentioned self-regulatory organization 
filed with the Securities and Exchange 
Commission a proposed rule change as 
follows: 

Exchange's Statement or the Terms or 

8UBSTANCE or THE PROPOSED RULE 

Change 

The proposed rule change amends 
present rules of the Chicago Board Op¬ 
tions Exchange. Incorporated < M CBOE") 
so as to enable options on debt securities 
Issued bv the United States Government 
or agencies thereof ("Government secu¬ 
rities" i to be traded on CBOE. 

Although most of CBOE's current rules 
are consistent with the trading of op¬ 
tions on Government securities, there 
are certain qualitative and quantitative 
differences between stocks, which pres¬ 
ently underlie CBOE options, and Gov¬ 
ernment securities that necessitate 
amendments to several CBOE rules. The 
protxysed rule change reflects amend¬ 
ments to CBOE rules that are presently 
applicable onlv to trading of options on 
underlying stocks so os to make those 
rules also applicable to trading of op¬ 
tions on underlying Government securi¬ 
ties. However, in drafting each proposed 
amendment, the same substantive basis 
or pollcv followed in formulating a rule 
with respect to options on underlying 
stocks has been retained, modified onlv 
as necessary to reflect the particular 
standards or practices of the Govern¬ 


ment securities market. Certain of the 
proposed amendments are more sub¬ 
stantive than others, and merit a brief 
explanation. 

The position limits proposed in Rule 
4.11 reflect that the Government securi¬ 
ties market is largely an institutional 
market in which the average trade size 
is $1,000,000 principal amount (i.e.. the 
equivalent of 10 Government securities 
options having a unit of trading of $100.- 
000 principal amount of the underlying 
Government security). In view of this 
large average trade size, it is necessary 
that position limits for Government se¬ 
curities options be sufficiently large to 
provide useful hedging opportunities for 
institutions and other Government secu¬ 
rities traders. At the same time, position 
limits should continue to serve their 
fundamental purpose of preventing po¬ 
tential trading abuses. To meet these 
objectives, it is proposed that position 
limits vary with the original public is¬ 
suance (the amount issued to and avail¬ 
able for trading by public investors) of 
underlying Government securities, ac¬ 
cording to the schedule set forth in pro¬ 
posed Rule 4.11. A similar rationale ap¬ 
plies to exercise limits (Rule 4.12). 

Rule 4.17. which currently imposes re¬ 
striction on certain out-of-the-money 
options on underlying stocks. w*as devel¬ 
oped only after considerable trading ex¬ 
perience. In the absence of such experi¬ 
ence for Government securities options, 
it is not clear what sort of similar rule, 
if any. would be appropriate for Govern¬ 
ment securities options Accordingly, it is 
proposed initially to limit the applica¬ 
bility of Rule 4.17 solely to options on 
underlying stocks; however. CBOE will 
closely monitor the need for a corre¬ 
sponding rule for Government securities 
options. 

The purpose of Rules 5.3 and 5.4. in 
establishing criteria for the listing and 
delisting of options covering particular 
Government securities, is to ensure that 
the Government securities chosen for op¬ 
tions trading are widely held and actively 
traded. For this reason, it is provided 
that only the larger Government Issues 
mav be selected as underlying securities, 
and that even these will ordinarily re¬ 
main as underlying securities only for 
one year following their original selec¬ 
tion. since CBOE will ordinarily not in¬ 
troduce series with new expiration 
months on an underlying note or bond 
six months after the inception of options 
trading on that particular underlying 
Government security. After six months. 
CBOE will ordinarily commence options 
trading on a more recently issued Gov¬ 
ernment note or bond. 

Although not reflected in Rule 5 6 gov¬ 
erning the terms of options, it will be the 
policy of CBOE to open additional series 
of options covering a particular under¬ 
lying Government security at one per¬ 
centage point intervals whenever the 
quotation for the underlying security 
reaches the mtd-point between such in¬ 
tervals. (I.e., options having an exercise 
price of 103 will be opened when the un¬ 


derlying security is quoted at 102 or 
above, or lDS'fe or below.) 

Under Rules 6.3 (Trading Halts) and 
6.4 (Suspension of Trading), it is pro¬ 
posed that the appropriate officials have 
authority to halt or suspend trading in 
Government securities options when 
conditions detrimental to the mainte¬ 
nance of a fair and orderly market arc 
present. Included among such conditions 
is the unavailability of current quota¬ 
tions in the underlying Government 
security. This reflects that Government 
securities are ordinarily traded on the 
basis of current quotations, not last sale 
reports; it is intended that CBOE op¬ 
tions on Government securities will also 
be traded on the basis of such current 
quotations. 

Under Rule 6 73(b). it is proposed that 
a Floor Broker handling an order in a 
Government securities option that is de¬ 
pendent upon a quotation for the under¬ 
lying security shall be responsible for 
satisfying the dependency requirement 
on the basis of the most reliable infor¬ 
mation reasonably available to him con¬ 
cerning current quotations for the un- 
.derlying Government security. Thus the 
Floor Broker is not limited to quotation 
information obtained from the quotation 
display mechanism, but may also utilize 
such information obtained from other 
reliable sources. 

Separate market-maker obligations 
for Oovemment security options are pro¬ 
posed in Rule 8.7(b) with respect both to 
the spread between the "bid** and "ask" 
for options and to the amount by which 
a bid or offer may be raised or lowered 
from the previous transaction. These 
separate, specific requirements of Rule 
8.7(b) reflect the unique characteristics 
of the Government securities market, in¬ 
cluding that it is a dealer market, and 
that Government securities are less vola¬ 
tile than stocks. 

It is proposed to amend CBOE’s rules 
relating to account aporoval suitability 
of recommendations, and 1933 Act dis¬ 
closure (Rules 9.7. 9.9, and 9.15) to pro¬ 
vide separate account approval and 
disclosure requirements for options on 
Government securities, and to Impose on 
all recommendations relating to Govern¬ 
ment securitv ootlons the higher suita¬ 
bility standards that presently apply to 
recommendations of certain writing 
transactions. 

Rule 11.3 (Delivery and Pavment) will 
be amended to make it explicit that, in 
accordance with the standard procedure.'! 
in the Government securities market 
with respect to the treatment of accrued 
interest, the exercising holder of a call 
option or the writer of a put option as¬ 
signed an exercise notice must pay both 
the exercise price of the Government 
security option plus interest on the un¬ 
derlying Government security accrued 
from the last interest payment date to 
but not including the exercise settlement 
date, * 

It is proposed to amend Rule 12.3 to 
provide minimum margin requirements 
for option contracts on Government se- 
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curiUte carried in a short position in a 
customer account that are comparable to 
the proprietary haircuts prescribed by 
Rule 15c-3-l<c) (2) (vi) (A) for positions 
tn Government securities. This follows 
the existing pattern reflected in Rule 
12.3. whereby minimum margin require¬ 
ments respecting short positions in op¬ 
tions dealt in on an exchange relating to 
underlying stocks are comparable to pro¬ 
prietary haircut requirements under 
Rule 150-3-1. Rule 12 3 will exempt from 
customer margin requirements those 
persons who arc Government securities 
dealers reporting their positions to the 
New York Federal Reserve Bank, since 
those dealers have no margin require¬ 
ments respecting their short positions in 
Government securities themselvc?. 

Exchange’s Statement of Basis 
and Purpose 

The purpose of the proposed rule 
change is to implement CBOE’s market 
for the trading of options on Govern¬ 
ment securities. 

The proposed rule change is adopted 
pursuant to section 6(b) <5) of the Se¬ 
curities Exchange Act of 1934. as amend¬ 
ed, in that the rules proposed hereby 
are designed to prevent fraudulent and 
manipulative acts and practices. U> pro¬ 
mote just and equitable principles of 
trade, and. in general, to protect inves¬ 
tors and the public interest in connec¬ 
tion with transactions in options cover¬ 
ing underlying Government securities. 

CBOE believes that its proposed mar¬ 
ket for options on Government securi¬ 
ties is consistent with the standards of 
section 6(b)(5) since it expects such a 
market to provide the same increased 
investment flexibility with respect to 
Government securities as the present op¬ 
tions market provides with respect to 
stocks. CBOE’s discussions with Govern¬ 
ment securities investors and primary 
dealers have strengthened Its conclusion 
that such a market Is both feasible and 
in the interests of investors. The basic 
economic function of a Government se¬ 
curities option will be essentially similar 
to that of an option on common stock: 
To separate the risks and opportunities 
ol investing In securities, and to redis¬ 
tribute those risks and opportunities be¬ 
tween the holder and writer of the op¬ 
tion CBOE expects that Government se¬ 
curities options will be used primarily to 
hedge against adverse price fluctuations 
m Government securities resulting from 
changes In interest rates and other eco¬ 
nomic developments which affect the 
money and capital markets. 

In January 1976. CBOE established a 
Fixed Income Securities Task Force con¬ 
sisting of CBOE members and commer¬ 
cial banks experienced in the options 
market or in the market for fixed in¬ 
come securities to assess the feasibility 
o! providing a market in options on such 
^curltiek. Comments received informally 
horn members of the Task Force and 
other potential participants in such an 
option* market were generally in favor 
ol developing such a market, and select- 
Government notes and bonds as the 


underlying fixed income securities, as re¬ 
flected in tiie proposed rule change. For¬ 
mal comments on the proposed rule 
change have not been solicited or re¬ 
ceived. 

CBOE believes that the proposed rule 
change will not Impose any burden on 
competition. 

On or before August 12.1977. or within 
such longer period (1> as the Commis¬ 
sion may designate up to 90 days of such 
date If it find such longer period to be 
appropriate and publishes its reasons for 
so finding or (11) as to which the above- 
mentioned self-regulatory organization 
consents, the Commission will: 

(A) By order approve such proposed 
rule change, or 

(B) Institute proceedings to deter¬ 
mine whether the proposed rule change 
should be disapproved. 

Interested persons are invited to sub¬ 
mit written data, views and arguments 
concerning the foregoing. Persons de¬ 
siring to make written submissions 
should file 6 copies thereof with the Sec¬ 
retary of the Commission. Washington, 
DC. 20549. Copies of the filing with 
respect to the foregoing and all written 
submission will be available for inspec¬ 
tion and copying in the Public Reference 
Room. 1100 L Street NW.. Washington. 
D.C. Copies of such filing will also be 
available for inspection and copying at 
the principal office of the above-men¬ 
tioned self-regulatory organization. Ail 
submissions should refer to the file num¬ 
ber referenced in the caption above ard 
should be submitted on or before July 29. 
1977, 

For the Commission by the Divirinn 
of Market Regulation, pursuant to dele¬ 
gated authority. 

George A. Fitzsimmons. 

Secretary. 

June 29.1977. 

|FR Doc 77-10510 Piled 7-7-77:6:45 ami 

DEPARTMENT OF STATE 

lPublic Notice CM-7/88| 

STUDY GROUP 5 OF THE U.S. NATIONAL 

COMMITTEE. INTERNATIONAL TELE¬ 
GRAPH AND TELEPHONE CONSULTA¬ 
TIVE COMMITTEE (CCITT) 

Meeting 

The Department of State annou nces 
that Study Group 5 of the UJS. CCITT 
National Committee will meet on July 26, 
1977, at 10:00 am. in Room 5611 of the 
Department of Commerce. 1325 G Street. 
N.W., Washington. D.C. This Study 
Group deals with matters in telecommu¬ 
nications relating to the development of 
the International digital data transmis¬ 
sion services. 

The agenda for the July 26 meeting 
will include consideration of the follow¬ 
ing: 

1. Results of the meeting of CCITT Study 
Groups VU (April I9~2d. 1977) and XVII 
(April 27-Msy 3. 1977). 

2. Approval of draft Provisional Recom¬ 
mendations as recommended by CCITT Study 
Groups VII and XVU 


3 Identification of subjects for U 8. con¬ 
tributions to December 1977 Working Party 
meeting of CCITT Study Oroup XVII and to 
the April 1978 meeting of Study Group VTJ: 
User Facilities <X-3); Datagram: Routing 
principles for interworking of data networks 
with tclephone/teiex networks: and Other 

4. Other business. 

All participants are requested to use 
the main entrance to the Department 
of Commerce on 14th Street, N.W. Mem¬ 
bers of the general public who desire to 
attend the meeting on July 26 will be 
admitted up to the limit of the meeting 
room. 

Dated . June 29.1977. 

Arthur L. Freeman. 

Chairman, 

U.S. National Committee . 

|FR Doc 77-19394 Filed 7-7-77;8 45 am) 


| Public Notice CM-7/87 J 

SHIPPING COORDINATING COMMITTEE, 

SUBCOMMITTEE ON SAFETY OF LIFE AT 

SEA 

Meeting 

The working group on standards of 
training and watchkeenlng of the Sub¬ 
committee on Safety of Life at Sea will 
conduct an open meeting at 9:30 a.m, 
on August 4. 1977 in Room 8334 at the 
Department of Transportation. 400 Sev¬ 
enth St.. S.W.. Washington. D.C. 

The business of this meeting will be 
to review the report (if available) of 
the Joint IMCO/ILO Committee on 
Training (5th Session): and develoo the 
US position on watchkeeping require¬ 
ments in the annex to the draft con¬ 
vention. 

For further information, contact Cap¬ 
tain J. P. Dnwley. United States Coast 
Guard. G^MVP/87 Washington, DC. 
205<W <areacode 202) 426-1500. 

The Chairman will entertain com¬ 
ments from the public as time permits. 

Richard K Bank, 

Chairman. 

Shipping Coordinating Committee. 

June 26.1977. 

JFR Doc 77-19393 Filed 7-7-77:8:46 am) 


Agency for International Development 

MISSION DIRECTOR AND DEPUTY 
MISSION DIRECTOR, USAID INDONESIA 

Redelegation of Authority No. 164-10 
(Revised) 

Pursuant to the authority delegated to 
me by AID Delegations of Authority 
No. 5. dated December 29. 1961 (27 FR 
449), as amended, with respect to Loan 
Agreements-; No. 38. dated April 10. 1964 
(29 FR 5280J. as amended, with respect 
to Project Agreements. Trust Fund 
Agreements, and Orants to International 
Organizations. No. 99. dated April 27. 
1973 <38 FR 12834). with respect to Con¬ 
tracting and Related Functions; and No. 
112. dated October 12, 1975 <40 FR 
48955). with respect to other authorities 
and functions delegated to me, I hereby 
rcdelcgatc to the Mission Director and 
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Deputy Mission Director. USAID/Indo¬ 
nesia. and to any person acting in their 
official capacity, authority to exercise 
any of the following functions, retain¬ 
ing for myself concurrent authority to 
exercise any of the functions herein re- 
delegated: 

1. Authority to negotiate and execute 
loan and grant agreements and amend¬ 
ments thereto, with respect to loans and 
grants authorized under the Foreign As¬ 
sistance Act of 1961. as amended (the 
Act*, in accordance with the terms of 
the authorization of, such loan or grant; 
such grant agreements for purposes of 
this authority and all other authorities 
contained in this redelegation shall mean 
agreements with foreign governments, 
foreign government agencies and Inter¬ 
national organizations having a mem¬ 
bership consisting primarily of such for¬ 
eign governments; 

2. Authority to implement loan and 
grant agreements with respect to loons 
and grants authorized under the Act and 
loans authorized by the Board of Direc¬ 
tors of the corporate Development Loan 
Fund, Including the following: 

<a> Authority to prepare, negotiate, 
sign and deliver letters of Implementa¬ 
tion; 

<b> Authority to review and approve 
documents and other evidence submitted 
by borrowers or grantees in satisfaction 
of conditions precedent to financing un¬ 
der such loon or grant agreements; 

<c> Authority to negotiate, execute 
and implement all agreements and other 
documents ancillary to such loan and 
grant agreements; 

<d> Authority to sign or approve Proj¬ 
ect Implementation Orders—Technical 
Services (PIO/T); and 

(e> Authority to approve contractors, 
review and approve the terms of con¬ 
tracts. amendments and modifications 
thereto, and invitations for bids with 
respect to such contracts financed by 
funds made available under such loan or 
grant agreements. 

The authorities enumerated above 
may be redelegated by the individuals 
listed above, as appropriate, but not suc¬ 
cessively redelegated, except that the au¬ 
thority described above In paragraph 1 
with respect to execution of loan agree¬ 
ments and amendments may not be re- 
delegated. 

The authority enumerated above In 
paragraph 1 with respect to execution 
of loan agreements is also hereby re- 
delegated under the same terms and con¬ 
ditions set forth herein to the U.8. Am¬ 
bassador to Indonesia. 

The Redelegation of Authority dated 
October 24. 1973 from D. G. MacDonald. 
Assistant Administrator. Bureau for 
Asia, to the Mission Director and Deputy 
Mission Director. USAID/Indonesia is 
hereby rescinded. 

This Redelegation of Authority is effec¬ 
tive immediately. 

. Dated: June 23, 1977. 

Michael H. B. Adler. 

Actino Assistant Administrator, 
Bureau lor Asia . 

|FR Doc.77-19388 Filed 7-7-77,8:45 am] 


NOTICES 

MISSION DIRECTOR AND DEPUTY 
MISSION DIRECTOR, USAID BANGLADESH 

Redelegation of Authority (Revised) 

Pursuant to the authority delegated to 
me by A.IJD. Delegations of Authority No. 
5. dated December 29. 1961 (27 FR 449). 
as amended, with respect to Loan Agree¬ 
ments; No. 38. dated April 10. 1964 (29 
FR 5280), as amended, with respect to 
Project Agreements. Trust Fund Agree¬ 
ments. and Grants to Itnemational Or¬ 
ganizations; No. 99. dated April 27. 
1973 (38 FR 12834), with respect to 
Contracting and Related Functions; and 
No. 112, dated October 12. 1975 <40 FR 
48955*. with respect to other authorities 
and functions delegated to me, I hereby 
redelegate to the Mission Director and 
Deputy Mission Director, USAID/Bang¬ 
ladesh, and to any person acting in their 
official capacity, authority to exercise 
any of the following functions, retaining 
for myself concurrent authority to ex¬ 
ercise any of the functions herein re¬ 
delegated: 

1. Authority to negotiate and execute 
loan and grant agreements and amend¬ 
ments thereto, with respect to loans and 
grants authorized under the Foreign As¬ 
sistance Act of 1961, as amended (the 
Act), in accordance with the terms of 
the authorization of such loan or grant; 
such grant agreements for purposes of 
this authority and all other authorities 
contained in this redelegation shall 
mean agreements with foreign govern¬ 
ments, foreign government agencies and 
international organizations having a 
membership consisting primarily of such 
foregin governments; 

2. Authority to implement loan and 
grant agreements with respect to loons 
and grants authorized under the Act and 
loans authorized by the Board of Direc¬ 
tors of the corporate Development Loan 
Fund, including the following: 

<a) Authority to prepare, negotiate, 
sign and deliver letters of implementa¬ 
tion; 

(b) Auhtority to review and approve 
documents and other evidence submitted 
by borrowers or grantees in satisfaction 
of conditions precedent to financing un¬ 
der such loan or grant agreements; 

(c> Authority to negotiate, execute 
and implement all agreements and other 
documents ancillary to such loan and 
grant agreements; 

<d> Authorltv to sign or approve Proj¬ 
ect Implementation Orders—Technical 
Services < PIO/T); and 

<e> Authority to approve contractors, 
review and approve the terras of con¬ 
tracts. amendments and modifications 
thereto, and Invitations for bids with 
respect to such contracts financed by 
funds made available under such loan 
or grant agreements. 

The authorities enumerated above 
may be redelegated by the individuals 
listed above, as appropriate, but not suc¬ 
cessively redelegated, except that the au¬ 
thority described above in paragraph 1 
with respect to execution of loan agree¬ 
ments and amendments may not be re- 
delegated. 

The authority enumerated above in 
paragraph 1 with respect to execution of 


loan agreements is also hereby redele¬ 
gated under the same terms and condi¬ 
tions set forth herein to the U.S. Am¬ 
bassador to Bangladesh. 

This Redelegation of Authority is 
effective immediately. 

Dated: June 23. 1977. 

Michael H. B. Adler, 
Acting Assistant Administrator, 
Bureau for Asia . 

|FR Doc.77-19389 Filed 7-7-77;8:45 am| 


MISSION DIRECTOR AND DEPUTY 
MISSION DIRECTOR. USAID PHILIPPINES 

Redelegation of Authority No. 164-12 
(Revised) 

Pursuant to the authority delegated to 
me by A.ID. Delegations of Authority 
No. 5. dated December 29. 1961 (27 FR 
449), as amended, with respect to Loan 
Agreements; No. 38. dated April 10, 1964 
(29 FR 5280). as amended, with respect 
to Project Agreements. Trust Fund 
Agreements, and Grants to International 
Organizations; No. 99. dated April 27, 
1973 (38 FR 12834), with respect to Con¬ 
tracting and Related Functions; and No. 
112, dated October 12. 1975 (40 FR 
48955), with respect to other authorities 
and functions delegated to me. I hereby 
redelesate to the Mission Director and 
Deputy Mission Director. USAID/Phillp- 
plnes, and to any person acting in their 
official capacity, authority to exercise 
any of the following functions, retaining 
for myself concurrent authority to ex¬ 
ercise any of the functions herein 
redelegated: 

1. Authority to negotiate and execute 
loan and grant agreements and amend¬ 
ments thereto, w’ith respect to loans and 
grants authorized under the Foreign As¬ 
sistance Act of 1961. as amended (the 
Act). in accordance with the terms of the 
authorization of such lokn or grant, 
such grant agreements for purposes of 
this authority and all other authorities 
retained in this redelegation shall mean 
agreements with foreign governments, 
foreign government agencies and inter¬ 
national organizations having a member¬ 
ship consisting primarily of such foreign 
governments; 

2. Authority to implement loan and 
grant agreements with respect to loans 
and grants authorized under the Act and 
loans authorized by the Board of Direc¬ 
tors of the corporate Development Loan 
Fund, including the following: 

<a) Authority to prepare, negotiate, 
si^n and deliver letters of implementa¬ 
tion; 

<b> Authority to review and approve 
documents and other evidence submitted 
by borrowers or grantees in satisfaction 
of condiUons precedent to financing un¬ 
der such loan or grant agreements. 

(c) Authority to negotiate, execute 
and implement all agreements and other 
documents ancillary to such loan and 
grant agreements: 

(d) Authority to sign or approve Proj¬ 
ect Implementation Orders— Technical 
Services (PIO/T): and 

<e> Authority to approve contractors, 
review and approve the terms of con- 
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tracts, amendments and modifications 
thereto, and invitations for bids with 
respect to such contracts financed by 
funds made available udcr such loan or 
grant agreements. 

The authorities enumerated above may 
be redelegated by the individuals listed 
above, as appropriate, but not succes¬ 
sively redclegated. except that the au¬ 
thority described above in paragraph 1 
with respect to execution of loan agree¬ 
ments and amendments may not be re- 
delegated. 

The authority enumerated above in 
paragraph 1 with respect to execution 
of loan agreements is also hereby re¬ 
delegated under the same terms and 
conditions set forth herein to the U.8. 
Ambassador to the Philiopines. 

Delegation of Authority No. Ill dated 
September 23. 1975 (40 FR 45451) is 
hereby rescinded. 

This Redelegation of Authority is 
effective immediately. 

Dated: June 23. 1977. 

Michael H. B. Adler, 

Acting Assistant Administrator. 

Bureau for Asia. 

(FR Doc.77-19390 Filed 7-7-77:8:45 ami 


MISSION DIRECTOR AND DEPUTY 
MISSION DIRECTOR. USAID PAKISTAN 

Redelegation of Authority No. 164-11 
(Revised) 

Pursuant to the authority delegated to 
me by AIX). Delegations of Authority 
No. 5, dated December 29. 1961 (27 FR 
449), as amended, with respect to Loan 
Agreements; No. 38. dated April 10.1964 
(29 FR 5280). as amended, with respect 
to Project Agreements. Trust Fund 
Agreements, and Grants to International 
Organizations; No. 99. dated April 27. 
1973 (38 FR 12834). with respect to Con¬ 
tracting and Related Functions; and No. 
112. dated October 12. 1975 (40 FR 
48955), with respect to other authorities 
and functions delegated to me. I hereby 
redclegate to the Mission Director and 
Deputy Mission Director. USAID/Paki¬ 
stan. and to any person acting in their 
official capacity, authority to exercise 
any of the following functions, retaining 
for myself concurrent authority to ex¬ 
ercise any of the functions herein 
redelcgated: 

1. Authority to negotiate and execute 
loan and grant agreements and amend¬ 
ments thereto, with respect to louns and 
grants authorized under the Foreign As¬ 
sistance Act of 1061. as amended (the 
Act). in accordance with the terms of the 
authorization of such loan or grant; 
such grant agreements for purposes of 
this authority and oil other authorities 
contained in this redelcgatlon shall mean 
agreements with foreign governments, 
foreign government agencies and Inter¬ 
national organizations having a member¬ 
ship consisting primarily of such foreign 
governments; 

2. Authority to Implement loan and 
grant agreements with respect to loans 
and grants authorized under the Act and 
loaas authorized by the Board of Direc¬ 
tors of the corporate Development Loan 
Fund, including the following: 


(a) Authority to prepare, negotiate, 
sign and deliver letters of implementa¬ 
tion; 

(b) Authority to review and approve 
documents and other evidence submitted 
by borrowers or grantees in satisfaction 
of conditions precedent to financing un¬ 
der such loan or grant agreements; 

<c> Authority to negotiate, execute 
and implement all agreements and other 
documents ancillary to such loan and 
grant agreements; 

<d) Authority to sign or approve Proj¬ 
ect Implementation Orders—Technical 
Services (PIO/T); and 

<e) Authority to approve contractors, 
review and approve the terms of con¬ 
tracts. amendments and modifications 
thereto, and invitations for bids with 
respect to such contracts financed by 
funds made available under such loan or 
grant agreements. 

The authorities enumerated above may 
be redelegated by the individuals listed 
above, as appropriate, but not successive¬ 
ly redelegated, except that the authori¬ 
ty described above in paragraph 1 with 
respect to execution of loan agreements 
and amendments may not be redele¬ 
gated. 

The authority enumerated above in 
paragraph 1 with respect to execution 
of loan agreements is also hereby re¬ 
delegated under the same terms and 
conditions set forth herein to the UJ3. 
Ambassador to Pakistan. 

Redelegation of Authority No. 164-5 
dated June 26. 1972 (37 FR 13646) is 
hereby rescinded. 

This RcdcJegation of Authority is 
effective immediately. 

Dated: June 23. 1977. 

Michael H. B. Adler. 

Acting Assistant Administrator. 

Bureau for Asia. 

I FR Doc 77-19391 Filed 7-7-77; 8:45 ami 

DEPARTMENT OF THE TREASURY 

Office of the Secretary 

|TD. Order 190. (Rev. 14) J 

SUPERVISION OF BUREAUS AND OFFICES. 

DELEGATION OF CERTAIN AUTHORITY. 

AND ORDER OF SUCCESSION IN THE 

TREASURY DEPARTMENT 

1. The Deputy Secretary shall be un¬ 
der the direct supervision of the Secre¬ 
tary. 

2. The following officials shall be un¬ 
der the supervision of the Secretary, and 
shall report to him through the Deputy 
Secretary: 

Under Secretary for Monetary Affair* 

Under Secretary 

Ocncral Counsel 

Assistant Secretary (Tax Policy) 

Commissioner. Internal Revenue Service 

Comptroller of the Currency 

Assistant Secretary (Legislative Affairs) 

Assistant Secretary (Economic Policy) 

Assistant Secretary (Domestic Finance) 

Assistant Secretary (Public Affairs) 

Executive Secretary 

3. The following officials shall be un¬ 
der the supervision of the Under Secre¬ 
tary for Monetary Affairs, and shall ex¬ 
ercise supervision over those officers and 
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organizational entities indicated there¬ 
under: 

Assistant Secretary (International Affairs) 
Deputy Assistant Secretary lor Trade and 
Investment Policy 

Deputy Assistant Secretary for Commodi¬ 
ties and Natural Resources 
Deputy Assistant Secretary for International 
Monetary Affairs 

Deputy Assistant Secretary for Developing 
Nations 

Deputy to the Assistant Secretary for Saudi 
Arabian Affairs 

Deputy to the Assistant Secretary and Secre¬ 
tary of International Monetary Group 
Inspector General for International Finance 
(The Assistant Secretary (Domestic Finance) 
reports through the Under Secretary for 
Monetary Affairs for debt management 
purposes.) 

Fiscal Assistant Secretary 

4. The following officials shall be un¬ 
der the supervision of the Under Secre¬ 
tary. and shall exercise supervision over 
those officers and organizational entities 
indicated thereunder: 

Assistant Secretary (Administration) 

Deputy Assistant Secretary 
Office of Administrative Programs 
omce of Audit 

Office of Budget and Program Analysis 
Office of Computer Science 
Office of Equal Opportunity Program 
Office of Management and Organization 
Office of Personnel 

Chief Deputy to the Under Secretary (En¬ 
forcement and Operations) 

Office of Enforcement 

Office of Operations 

United States Secret Service 

Bureau of Alcohol. Tobacco and Firearms 

Federal Law Enforcement Training Center 

United States Customs Service 

Office of Foreign Arsets Control 

Treasurer of the United States 

United States Savings Bonds Division 

Director of the Mint 

Bureau of the Mint 

Director, Bureau of Engraving and Printing 
Bureau of Engraving and Printing 

5. The following officials shall exer¬ 
cise supervision over those officers and 
organizational entities indicated there¬ 
under: 

General Counsel 
Deputy General Counsel 
Legal Division 
Office of Director of Practice 
Office of Tariff Affairs 
Assistant Secretary (Tax Policy) 

Deputy Assistant Secretary for Tax Legis¬ 
lation 

Deputy Assi s tant Secretary for Tax Policy 
Economics 

Office of Tax Analysis 

Office of Tax Legislative Counsel (also part 
of Legal Division) 

Office of International Tax Counsel (also 
part of Legal Division) 

Office of Industrial Economics 
Assistant Secretary (Legislative Affairs) 
Deputy Assistant Secretary (Legislative 
Affairs) 

Office of Legislative Affairs 
Assistant Secretary (Economic Policy) 

Deputy Assistant Secretary for Domestic 
Economic Analysis 
Office of Financial Analysis 
Deputy Assistant Secretary for Interna¬ 
tional Economic Analysis 
Assistant Secretary (Domestic Finance) 
(Also reports to Under Secretary * for 
Monetary Affairs for debt management 
purposes.) v 


Deputy Assistant Secretary for Capital 
Markets Policy 

Office of Securities Market Policies 
Office of Capital Markets Legislation 
Deputy Assistant Secretary for State and 
Local Finance 
Office of Municipal Finance 
Office of the Deputy to the Assistant Sec¬ 
retary for New York City 
Finance 

Office of Urban Economics 
Deputy Assistant Secretary for Debt Man¬ 
agement 

Senior Adviser (Debt Research) 

Office of Government Financing 
Office of Agency Finance and Market Pol¬ 
icies 

Office of Revenue Sharing 
Assistant Secretary (Public Affaire) 

Deputy Assistant Secretary (Public Affairs) 
Office of Public Affaire 
Fiscal Assistant Secretary 
Deputy Fiscal Assistant Secretary 
Bureau of Government Financial Opera¬ 
tions 

Bureau of the Public Debt 
Commissioner of Internal Revenue 
Deputy Commissioner 
Internal Revenue Service 
Comptroller of the Currency 
First Deputy Comptroller 
Office of the Comptroller of the Currency 

6. The Deputy Secretary, the Under 
Secretary for Monetary Affairs, the Un¬ 
der Secretary, the General Counsel, and 
the Assistant Secretaries are authorized 
to perform any functions the Secretary 
Is authorized to perform. Eich of these 
officials shall perform functions under 
this authority In his own capacity and 
under his own title and shall be respon¬ 
sible for referring to the Secretary any 
matter on which actions should appro¬ 
priately be taken by the Secretary. Each 
of these officials wiD ordinarily perform 
under this authority only functions 
which arise out of, relate to, or concern 
the activities or functions of. or the laws 
administered by or relating to the bu¬ 
reaus, offices, or other organizational 
units over which he had supervision. Any 
action heretofore taken by any of these 
officials in his own capacity and under 
this own title Is hereby affirmed and rati¬ 
fied as the action of the Secretary. 

7. The following officers shall. In the 
order of succession indicated, act as Sec¬ 
retary of the Treasury In case of the 
death, resignation, absence, or sickness 
of the Secretary and other officers suc¬ 
ceeding him. until a successor Is ap¬ 
pointed. or until the absence or sickness 
shall cease: 

A. Deputy Secretary 

B. Under Secretary for Monetary Affaire 
O. Under Secretary 

D. Oeneral Counsel 

E. Assistant Secretaries, or Deputy Under 
Secretaries, appointed by the President 
with Senate confirmation. In the order in 
which they took the oath of office as As¬ 
sistant Secretary, or Deputy Under Sec¬ 
retary*. 

8. Treasury Department Orders No. 
190 (Revision 13> and No. 190 (Revision 
13—Amendment 1) are rescinded effec¬ 
tive this date. 

Dated: July 1. 1977. 

W. Michael Blumenthal. 

Secretary of the Treasury, 

[FR Doc. 77-19493 Filed 7-7-77:8:45 am] 
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INTERSTATE COMMERCE 
COMMISSION 

| Notice No. 431] 

ASSIGNMENT OF HEARINGS 

Joly 5, 1977. 

Cases assigned for hearing, postpone¬ 
ment, cancellation or oral argument ap¬ 
pear below and will be published only 
once. This list contains prospective as¬ 
signments only and docs not include 
cases previously assigned hearing dates. 
The hearings will be on the issues as pres¬ 
ently reflected in the Official Docket of 
the Commission. An attempt will be made 
to publish notices of cancellation of hear¬ 
ings as promptly as possible, but inter- 
f.stcd parties should take appropriate 
steps to insure that they are notified of 
cancellation or postponements of hear¬ 
ings in which they are interested. 

MC 118989 Sub 145. Container Transit. Inc. 
now assigned July 19. 1977 at Chicago. 
IHlnolt is being postponed to September 
12, 1977 (2 days) at Chicago, niinols In 
n hearing room to be later designated. 

MC 142152 (8ub-l). N.A.T. Transportation, 
Inc., now being assigned September 13, 
1977 (1 day) at Chicago, Illinois, In a hear¬ 
ing room to be later designated. 

MC 36255 (Sub-1), K & R Delivery. Inc., now 
aligned September 13. 1977 at Chicago, 
Illinois, has.been postponed indefinitely. 
MC 142747. David L. Tate. Hamer L. Tate. 
Alicia I*. Tate. William H. Tate. Beryl E. 
rate St Gerald Rom. d/b/a Tate Cheese 
Company, now being assigned September 
14. 1977 (1 day) at Chicago, Illinois, In 
a hearing room to be later designated. 

MC 128375 (Sub-151). Crete Carrier Corp. 
now being assigned September 15. 1977 
(2 days) at Chicago. IlHnoU, In a hearing 
room to be later designated. 

MC 142719 (Sub-1), Robert J. Kirkpatrick, 
d b/a/ Kirk's Towing 8ervlce, now being 
assigned September 19. 1977 (2 days) at 
Chicago. Illinois, in a hearing room to be 
later designated. 

MC 142773, Prather Auto Sales, Inc., now 
being assigned September 21, 1977 ( 3 days) 
at Chicago. Illinois, in a hearing room to 
be later designated. 

MC 95376 (Sub No. 14) McVey Trucking. Inc. 
now assigned August 3. 1977 at Chicago. 
Illinois in Room 348. 230 South Dearborn 
street Is being transferred to Courtroom 
1003. Everett McKinley Dlrksen Bldg. 219 
South Dearborn Street in Chicago. Illinois. 
MC 140484 Sub 20. Lester Coggins Trucking. 
Inc. now assigned August 9. 1977 at Lex- 

% )iigton, Kentucky and will be held at the 
Holiday Inn North. 1950 Newtown Pike. 
MC 123048 Sub 349. Diamond Transportation 
system. Inc. now assigned August 8. 1977 
at Lexington, Kentucky and will be held 
at th# Holiday Inn North. 1950 Newtown 
Pike, 

AB Q Sub No. 16 Burlington Northern. Inc., 
Abandonment Between Maryville and 
Barnard, In Nodaway County. MlMOUrL 
now bring assigned September 13. 1977 (2 
days) for hearing In Maryville. Missouri, 
in a hearing room to be later designated. 
MC 108207 Sub No 456 Frozen Pood Express. 
Inc^ now being assigned Semptcmber 16. 
1977 (2 days) for hearing In Kansas City. 
Missouri, in a hearing room to be later 
designated. 

MC-p-13129 Kaw Transport Company—-Con¬ 
trol— Royal Transport, Inc. now being as- 
* *{ncd September 19, 1977 (l week) for 
hearing in Kansaa City, Missouri. In a 
hearing room to be later designated. 


MC 2832 Sub 13. The Kelley Transit Co.. Inc. 
now being assigned October 12. 1977 (3 
days) at Hartford, Connecticut In a bear¬ 
ing room to be later designated 

MC 109*95 Sub 20. Brunswick Transportation 
Co., Inc. now being assigned October 17. 
1977 (1 week) at Augusts. Maine in a 
hearing room to be later designated. 

MC 6319 Sub No. 8 California Cartage Co., 
Inc., now assigned July 14. 1977 in Loa 
Angeles, California Is cancelled and appli¬ 
cation dismissed. 

MC 114273 (8ub-261), CRST, Inc., now as¬ 
signed July 18, 1977 at Chicago, Illinois, 
hearing canceled and the application is 
dismissed. 

MC 128273 Sub 255. Midwestern Distribution. 
Inc. now being assigned October 4. 1977 
at the Offices of the Interstate Commerce 
Commission In Washington, D.C. 

MC 141033 Sub 9, Continental Contract Car¬ 
rier Corp. now being assigned November 
1. 1977 at the Offices of the Interstate Com¬ 
merce Commission in Washington, DC. 

MC 106644 (Sub-No. 236). Superior Trucking 
Company, Inc., now being assigned Sep¬ 
tember 7, 1977, at the Offices of the Inter¬ 
state Commerce Commission, Washington. 
D.C. 

MC 108241 (8ub-No. 57). Moss Trucking 
Company. Inc., now being assigned Sep¬ 
tember 7. 1977, at tbe Offices of the Inter¬ 
state Commerce Commission. Washington. 
D.C. 

MC 105636 (Sub-No. 35), Armellinl Express 
Lines. Inc., now being assigned September 
8. 1977, at the Offices of the Interstate 
Commerce Commission. Washington. D.C. 

MC 21866 (Sub-No. 67). West Motor Freight, 
Inc., now being assigned September 8, 1977, 
at the Offices of the Interstate Commerce 
Commission. Washington. D.C. 

MC 108811 (Sub-No. 7), Thomas Motor Tours. 
Inc. now being assigned September 27. 
1977, at the Offices of the Interstate Com¬ 
merce Commission. Washington. D.C. 

MC 133796 (Sub-No. 42). Oeorge Appel!, now 
being assigned September 28, 1977, at the 
Offices of the Interstate Commerce Com¬ 
mission. Washington. D.C. 

H. G Homme, Jr. 

Acting Secretary. 

|FR Doc.77-19511 Filed 7-7-77:8:46 om| 


(Docket No. AB 1 (Sub-No 66) | 

CHICAGO AND NORTH WESTERN 
TRANSPORTATION CO. 

Abandonment Between Marshall Junction 
and Vesta, in Lyon and Redwood Coun¬ 
ties, Minn. 

June 29. 1977. 

The Interstate Commerce Commission 
hereby gives notice that its 8ectlon of 
Energy and Environment has concluded 
that the proposed abandonment by the 
Chicago and North Western Transporta¬ 
tion Company of its branch Une between 
Marshall Junction and Vesta, a distance 
of 37.3 miles, all in J^yon and Redwood 
Counties. Minn., if approved by the Com¬ 
mission, docs not constitute a irnoor Fed¬ 
eral action significantly affecting the 
quality of the human environment within 
the meaning of the National Environ¬ 
mental Policy Act of 1969 < NEPA >. 42 
U.S.C. 4321 et seq.. and that preparation 
of a detailed environmental imoact state¬ 
ment will not be recurred under section 
4332<2UC> Of the NEPA. 

It was concluded, among other things, 
that the associated environmental im¬ 


pacts are not considered significant be¬ 
cause the involved traffic could be di¬ 
verted to heavy motor vehicles with only 
minor alterations in highway traffic 
volumes, safety hazards, fuel consump¬ 
tion. intrusive noise incidents, and am¬ 
bient air quality. In addition, no defini¬ 
tive developmental plans are dependent 
on the continuation of the subject line. 

This conclusion is contained in a staff- 
prepared environmental threshold as¬ 
sessment survey, which Is available on 
request to the Interstate Commerce Com¬ 
mission. Office of Proceedings. Washing¬ 
ton, D.C. 20423; telephone 202-275-2011. 

Interested persons may comment on 
this matter by filing their statements in 
writing with the Interstate Commerce 
Commission. Washington, D.C. 20423. on 
or before August 10, 1977. 

It should be emphasized that the en¬ 
vironmental threshold assessment survey 
represents an evaluation of the environ¬ 
mental issues in the proceeding and docs 
not purport to resolve the issue of 
whether the present or future public con¬ 
venience and necessity permit discontin¬ 
uance of the line proposed for abandon¬ 
ment. Consequently, comments on the 
environmental study should be limited to 
discussion of the presence or absence of 
environmental impacts and reasonable 
alternatives. 

H. G. Homme. Jr., 
Acting Secretary. 

|FR Doc.77-19514 Filed 7-7-77:8:45 am) 


FOURTH SECTION APPLICATION FOR 
RELIEF 

July 5. 1977. 

An application, as summarized below, 
has been filed requesting relief from the 
requirements of section 4 of the Inter¬ 
state Commerce Act to permit common 
carriers named or described in the appli¬ 
cation to maintain higher rates and 
charges at intermediate points than 
those sought to be established at more 
distant points. 

Protests to the granting of an applica¬ 
tion must be prepared in accordance 
with Rule 40 of the General Rules of 
Practice <49 CPR 1100.40) and filed by 
July 8.1977. 

F8A No. 43392— Returned Shipments 
aj Oyster Shells from and to Calumet , 
Louisiana, and Pgints in Western Trunk 
Line Territory Piled by Southwestern 
Freight Bureau. Agent <No. B-683), for 
interested rail carriers. Rates on oyster 
shells, crushed or ground, in closed cars, 
as described in the application, from 
Calumet, Louisiana, to points In western 
trunk-line territory; also returned ship¬ 
ments in the reverse direction. Grounds 
for relief—Market competition and re¬ 
turned shipments. Tariff—Supplement 18 
to Southwestern Freight Bureau, Agent, 
tariff 127-0, I.C.C. No. 5128. Rates are 
published to become effective on Au¬ 
gust 5. 1977. 

By the Commission. 

H. O. Homme. Jr.. 

Acting Secretary. 

|FR Doc.77-19512 Filed 7-7-77:8:45 ami 
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NOTICES 


[Notice No. 86] 

MOTOR CARRIER TEMPORARY 
AUTHORITY APPLICATIONS 

July i, 1977. 

The following are notices of filing of 
applications for temporary authority 
under section 210a< a) of the Interstate 
Commerce Act provided for under the 
provisions of 49 CFR 1131.3. These rules 
provide that an original and six <6> 
copies of protests to an application may 
be filed with the field official named in 
the Federal Register publication no 
later than the 15th calendar day after 
the date the notice of the filing of the 
application is published in the Federal 
Register. One copy of the protest must 
be served on the applicant, or its au¬ 
thorized representative, if any. and the 
protostont must certify that such serv¬ 
ice has been made. The protest must 
identify the operating authority upon 
which it is predicated, specifying the 
“MC" docket and "Sub” number and 
quoting the particular portion of au¬ 
thority upon which it relies. Also, the 
Protestant shall specify the service It 
can and will provide and the amount 
and type of equipment it will make avail¬ 
able for use in connection with the serv¬ 
ice contemplated by the TA application. 
The weight accorded a protest shall be 
governed by the* completeness and per¬ 
tinence of the protestant’s information. 

Except as otherwise specifically noted, 
each applicant states that there will be 
no significant effect on the quality of the 
human environment resulting from ap¬ 
proval of its application. 

A copy of the application is on file, 
and can be examined at the Office of the 
Secretary. Interstate Commerce Com¬ 
mission. Washington. D C., and also in 
the ICC Field Office to which protests are 
to be transmitted. 

Motor Carriers or Property 

No. MC 3281 <8ub-No. 9TA). filed 
June 23. 1977. Applicant: POWELL 
TRUCK LINE, INC.. 800 South Main 
Street, Searcy. Ark. 72143. Applicant's 
representative: Warren A. Goff, 2008 
Clark Tower. Memphis, Tenn. 38137. Au¬ 
thority sought to operate as a common 
carrier, by motor vehicle, over regular 
routes, transporting: General commodi¬ 
ties, except Classes A and B explosives, 
household goods as defined by the Com¬ 
mission. commodities in bulk, and arti¬ 
cles which require special handling 
because of size or weight: Between 
Memphis. Tenn.. and Little Rock. Ark., 
and their commercial zones, as follows: 
(1) From Memphis. Tenn.. to Bald Knob. 
Ark., over U S. Highway 64. thence over 
US Highway 67 to Little Rock. Ark., 
and return over the same route, serving 
no intermediate points. (2) from Mem¬ 
phis. Tenn.. over Interstate Highway 40 
to Little Rock. Ark., and return over the 
same route, serving no intermediate 
points, for 180 days. Supporting 
Fhipper<s>: There are approximately 
G10) statements of support attached to 
the application which may be examined 
at the Interstate Commerce Commission, 
in Washington. D.C.. or copies thereof 


which may be examined at the field of¬ 
fice named below. Send protests to: Dis¬ 
trict Supervisor William H. Land. Jr., 
3108 Federal Office Building, 700 West 
Capitol. Little Rock, Ark. 72201. 

No. MC 59264 (Sub-No. 62TA>. filed 
June 21, 1977. Applicant: SMITH & 
SOLOMON TRUCK CO., How Lake. 
New Brunswick, N.J. 08902. Applicant’s 
representative: Herbert Bursteln, 2373 
One World Trade Center. New York, 
N.Y. 10048. Authority sought to operate 
as a common carrier , by motor vehicle, 
over Irregular routes, transporting: Con¬ 
tainers, metal cans and ends , from plant 
site of Ball Corp. in or near Williams¬ 
burg. Va.. to plant sites of Carling Na¬ 
tional Breweries, Inc., in or near Balti¬ 
more. Md.. for 180 days. Applicant has 
also filed an underlying ETA seeking up 
to 90 days of operating authority. Sun- 
porting shipper: Ball Corp., 345 South 
High Street. Muncie. Ind. 47302. Send 
protests to: District Supervisor Robert 
S. H. Vance, Interstate Commerce Com¬ 
mission, 9 Clinton Street. New’ark. N.J. 
07102. 

No. MC 102567 <Sub-No. 199TA). filed 
June 22. 1977. Applicant: McNAIR 
TRANSPORT. INC.. 4295 Meadow Lane. 
P.O. Drawer 5357. Bossier City. La. 71010. 
Applicant's representative: Joe C. Day, 
2040 N. Loop West. 8uite 208, Houston. 
Tex. 77018. Authority sought to operate 
as a common carrier, by motor vehicle, 
over Irregular routes, transporting: So¬ 
dium salt solutions, in bulk, in tank truck 
vehicles, from plant&ite of Merichem Co. 
and/or storage facilities of Merichem 
Co., in Houston. Tex., to all points in Ala¬ 
bama, Arkansas. Florida, Georgia. Lou¬ 
isiana, Mississippi, and Oklahoma, for 
180 days. Supporting shipper: Merichem 
Co., 1914 Haden Road. Houston. Tex. 
77015. 8end protests to: District Super¬ 
visor Ray C. Armstrong, Jr„ 701 Loyola 
Ave., 9038 Federal Bldg.. New Orleans, 
La. 70113. 

No. MC 106398 (Sub-No. 779TA>. filed 
June 21. 1977. Aopllcant: NATIONAL 
TRAILER CONVOY. INC., 525 S. Main, 
P.O. Box 3329. Tulsa, Okla. 74103. Appli¬ 
cant's representative: Irvin Tull (same 
address as applicant). Authority sought 
to operate as a common carrier . by mo¬ 
tor vehicle, over Irregular routes, trans¬ 
porting: Plant constructed commercial 
buildings, in sections , from Aberdeen. 
8. Dak., to points in Kansas. Missouri. 
Illinois. North Dakota, Nebraska, Colo¬ 
rado. Wyoming, Montana. Idaho, Utah. 
Arizona, Wisconsin. Minnesota, and 
Iowa, for 180 days. Applicant has also 
filed an underlying ETA seeking up to 
90 days of operating authority. Support¬ 
ing shipper: Associated Contractors of 
America, Inc., 224 6th Avenue 8E.. Ab¬ 
erdeen. 8. Dak. 57401. Send protests to: 
District Supervisor Joe Green, Rm. 240, 
Old Post Office Bldg.. 215 Northwest 
Third 8treet, Oklahoma City. Okla. 
73102. 

No. MC 107452 (Sub-No. 11TA). filed 
June 16. 1977. Applicant: R. D. BROWN, 
doing business as Dan Brown Trucking, 


Oreybull Heights, Grey bull, Wyo. 82426 
Applicant's representative: James B 
Ho viand. P.O. Box 1637. 414 Gate City . 
Bldg.. Fargo. N. Dak. 58102. Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting: Bentonite clay , in bulk, tn 
pneumatic tank vehicles, from the fa¬ 
cilities of Wvo-Bcn Products located at 
or near Lovell and Oreybull. Wyo.. to 
points in Washington and Oregon, for 
180 days. Supporting shipper: Materia Is 
Supply Division. Wyo-Ben Products, 3044 
Hesper Road, Billings. Mont. 59104. Send 
protests to: District Supervisor Paul A. 
Naughton. Interstate Commerce Com¬ 
mission. Rm. 105. Federal Bldg, and 
Court House. Ill South Wolcott. Casper, 
Wyo. 82601. 

No. MC 107515 (Sub-No. 1033TA), filed 
June 20, 1977. Applicant: REFRIG¬ 
ERATED TRANSPORT CO.. INC.. P.O. 
Box 308, 3901 Jonesboro Road SE.. For¬ 
est Park, Oa. 30050. Applicant's repre¬ 
sentative: Alan E. Serby. 3379 Peachtree 
Road NE., Suite 375, Atlanta. Oa. 30326. 
Authority sought to operate as a common 
carrier . by motor vehicle, over regular 
routes, transporting: Magazines, peri¬ 
odicals and parts and sections thereof, 
from the plantsite of R. R. Donnelly L 
Son. Chicago, I1L. to Memohis. Tenn.. 
Atlanta, Oa., and Jacksonville, Fla., for 
180 davs. Applicant has also filed on un¬ 
derlying ETA seeking up to 90 days of 
operating authority. Supporting shipper: 
US. News and World Report. Inc.. 350 E. 
22nd Street. Chicago. HI. 60616. Send 
protests to: E. A. Bryant. District Su¬ 
pervisor. Interstate Commerce Commis¬ 
sion, Room 300, 1252 West Peachtree 
Street NW.. Atlanta. Oa. 30309. 

No. MC 107515 (Sub-No. 1G84TA). filed 
June 20. 1977. Aoollcant: REFRIG- 
FJtATED TRANSPORT CO.. INC.. P.O. 
Box 308. 3901 Jonesboro Road SE.. For¬ 
est Park. Oa. 30050. Applicant’* repre¬ 
sentative: Alan E. Serby. 3379 Peachtr. e 
Road NE.. Atlanta. Oa. 20326. Authority 
sought to operate as a common carrier, 
bv motor vehicle, over regular routes, 
transporting: Meats, meat products , and 
meat by-products in vehicles, equipped 
with mechanical refrigeration from the 
plant site and/or warehouse facilities al 
Dixie Packer. Inc., at or near Madison, 
Fla., to points in New Mexico, for 180 
days. Applicant has also filed an under¬ 
lying ETA seeking up to 90 days of op¬ 
erating authority Supporting shipper: 
Dixie Packers. Inc,. P O. Box 622. Madi¬ 
son. Fla. 32340. Send protests to: E. A. 
Brvant, District Supervisor. Interstate 
Commerce Commission, Room 300, 1253 
West Peachtree Street, Atlanta. Ga 
30309. 

No. MC 113325 (Sub-No. 148TA), filed 
June 20, 1977 Applicant: SLAY TRANS¬ 
PORTATION CO . INC.. 2001 8. 7th 
Street. St. Louis. Mo. 63104. Applicant s 
representative; T. M. Tuhnn (same ad¬ 
dress as applicant). Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: Lime, in bulk, from Ash Grove plant 
at or near Sequoita. Mo., to Bay way. N J-* 
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for 180 days. Supporting shipper: Exxon 
Chemical Co.. P.O. Box 3272, Houston. 
Tex. 77001. Send protests to: J. P. Werth- 
mann. District Supervisor, Interstate 
Commerce Commission. Room 1465, 210 
N. 12th Street. St. Louis, Mo. C3101. 

No. MC 113386 (Sub-No. 11 8TA). fi led 
June 21, 1977. Applicant: LESTER C. 
NEWTON TRUCKINO CO.. P.O. Box 618. 
Seaford. Del. 19973. Applicant's repre¬ 
sentative: Sol H. Proctor. 1101 Black- 
stone Bldg.. Jacksonville. Fla. 32202. Au¬ 
thority sought to operate as a common 
carrier . by motor vehicle, over irregular 
routes, transporting: Citrus juice . frozen 
and non-frozen. from points in Florida to 
points in Virginia. Delaware. District of 
Columbia. Maryland, Pennsylvania. New 
York, New Jersey. Connecticut, Rhode 
Island. Maine, New Hampshire. Vermont, 
and Massachusetts, for 180 days. Sup¬ 
porting shippers: There are approxi¬ 
mately four (4) statement of support at¬ 
tached to the application which may be 
examined at the Interstate Commerce 
Commission in Washington. D.C., or 
copies thereof which may be examined at 
the field office named below. Send pro¬ 
tests to: William L. Hughes. District Su¬ 
pervisor, Interstate Commerce Commis¬ 
sion. 814-B Federal Building. Baltimore, 
Md. 21201. 

No. MC 115311 (Sub-No. 227TA). 
filed June 20. 1977. Applicant: J L M 
TRANSPORTATION CO.. INC.. P.O. 
Box 488, Mllledgevllle. Ga. 31061. Ap¬ 
plicant’s representative: Paul M. Daniell, 
1600 Federal Building. Atlanta, Oa. 
30303. Authority sought to operate as a 
common carrier . by motor vehicle, ovci 
Irregular routes, transporting: Compo¬ 
sition board, from the facilities of the 
United States Gypsum Company. Green¬ 
ville. Miss. to points in Texas. Okla 
homa. Illinois, Indiana, Michigan, ana 
Ohio, for 180 days. Applicant has also 
filed an underlying ETA seeking up to 
90 days of operating authority. Support¬ 
ing shipper: United States Oypsum Com¬ 
pany, 101 South Wacker Drive, Chicago, 
III. 60606. 8end protests to: E. A. Bryant. 
District Supervisor. Interstate Com¬ 
merce Commission. Room 300, 1252 West 
Peachtree Street NW„ Atlanta, Oa. 
30309. 

No. MC 115311 (Sub-No. 228TA), filed 
June 20. 1977. Applicant: JIM TRANS¬ 
PORTATION CO.. INC., P.O. Box 488, 
MlliedgeviUe. Ga. 31061. Applicant’s rep¬ 
resentative: Paul M. Daniell. 1600 First 
Federal Building. Atlanta, Ga. 30303. 
Authority sought to operate as a com¬ 
mon carrier . by motor vehicle, over ir¬ 
regular routes, transporting: (1) Lumber, 
from Opelika. Ala., to pomts in Florida, 
Georgia. Louisiana. Mississippi. Tennes¬ 
see, North Carolina, and South Carolina: 
r 2> lumber and particle board, from 
Pine Hill. Ala., to points in Florida, 
Georgia. Louisiana, Mississippi, Tennes¬ 
see, North Carolina, and South Carolina, 
for 180 days. Applicant has also filed an 
underlying ETA seeking up to 90 days 
of operating authority. Supporting ship¬ 
per: McMillan Bloedel, Inc., 1250 Brown 
Marx Building. Birmingham, Ala. 35203. 


Send protests to: E. A. Bryant. District 
Supervisor. Interstate Commerce Com¬ 
mission. Room 300. 1252 West Peachtree 
Street NW.. Atlanta. Ga. 30309. 

No. MC 115841 (Sub-No. 541TA). filed 
June 21, 1977. Applicant: COLONIAL 
REFRIGERATED TRANSPORTATION. 
INC., P.O. Box 168, Concord. Tfcnn. 
37922. Applicant’s representative: Mike 
G. Moneymaker. 9041 Executive Parfc 
Drive, Suite 110, Bldg. 100, Knoxville. 
Tenn. 37919. Authority sought to oper¬ 
ate as a common carrier . by motor ve¬ 
hicle, over irregular routes, transport¬ 
ing: Smoked and cured meats , from the 
plantslte and storage facilities of Hy- 
grade Food Products at or near Phila¬ 
delphia, Pa., to points in West Virginia, 
for 180 days. Applicant has also filed an 
underlying ETA seeking up to 90 days of 
operating authority. Supporting ship¬ 
per: Hygrade Food Products Corpora¬ 
tion, 8400 Executive Avenue, Philadel¬ 
phia, Pa. 19153. Send protests to: Dis¬ 
trict Supervisor Joe J. Tate. Bureau of 
Operations. Interstate Commerce Com¬ 
mission. 8uite A-422-UB. Court House, 
801 Broadway. Nashville. Tenn. 37203. 

No. MC 115931 (Sub-No. 43TA). filed 
June 20, 1977. Applicant: BEE LINE 
TRANSPORTATION. INC., P.O. Box 
3987. Missoula, Mont. 59801. Applicant's 
representative: Gene P. Johnson, 425 
Gate City Bldg., Box 2471. Fargo. N. 
Dak. 58102. Authority sought to operate 
as a common carrier , by motor vehicle, 
over Irregular routes, transporting: 
Lumber , from Riverton, Wyo., to points 
in Illinois. Iowa and Wisconsin, for 180 
days. Applicant has also filed an under¬ 
lying ETA seeking up to 90 days of 
operating authority. Supporting ship¬ 
pers): Joel T. Blalock. Assistant Gen¬ 
eral Traffic Manager. Louisiana-Pacif¬ 
ic Corporation, 1300 S. W. 5th Avenue, 
Portland. Oreg. 97201. Send protests to: 
District Supervisor Paul J. Labane. In- 
tertate Commerce Commission. 2602 
First Avenue North, Billings, Mont. 
59101. 

No. MC 117119 (Sub-No. 642TA), filed 
June 23. 1977. Applicant: WILLIS SHAW 
FROZEN EXPRESS, INC., P.O. Box 188. 
Elm Springs, Ark. 72728. Applicant's 
representative: Martin M. Oeffon, P.O. 
Box 154. Willingboro. N.J. 08046. Author¬ 
ity sought to operate as a common car¬ 
rier, by motor vehicle, over irregular 
routes, transporting: Chemicals, pig¬ 
ments, paint and dyes, and personnel 
safety devices in vehicles equipped with 
mechanical refrigeration, from Bound 
Brook. N.J., and Willow Island, W. Va . to 
Portland, Oreg., for 180 days. Supporting 
shipper: American Cyanamid Company. 
Bound Brook. N.J. 08805. Send protests 
to: District Supervisor William H. Land. 
Jr.. 3108 Federal Office Building. 700 West 
Capitol. Little Rock. Ark. 72201. 

No. MC 117303 <8ub-No. IOTA), filed 
June 21, 1977. Applicant: HUDSON 
VALLEY CEMENT LINES. INC., P.O. 
Box 203. Claverack. N.Y. 12513. Appli¬ 
cant's representative: Werner & Weiss, 
2 West 45th St., New York, N.Y. 10036. 


’Authority sought to operate as a com¬ 
mon carrier, by motor vehicle, over irreg¬ 
ular routes, transporting: Cement, from 
Relchertown. Mass., to points In Con¬ 
necticut, Massachusetts, New Hampshire, 
Vermont, Rhode Island and IJew York, 
for 180 days. Applicant has also filed an 
underlying ETA seeking up to 90 days 
of operating authority. Supporting ship¬ 
per: Independent Cement Corporation, 
65 William St . Wellesley, Mass. 02181. 
Send protests to: Robert A. Radler. Dis¬ 
trict Supervisor. P.O. Box 1167, Albany, 
N.Y. 12201. 

No. MC 119399 <8ub-No. 70TA). filed 
June 20. 1977. Applicant: CONTRACT 
FREIGHTERS. INC. 2900 Davis Blvd. 
P.O. Box 1375, Joplin. Mo. 64801. Appli¬ 
cant's representative: David L. Sltton 
(same address as applicant). Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting: Malt beverages , in con¬ 
tainers, from Ft. Worth, Tex., to Blythe- 
viile and Paragould. Ark., for 180 days. 
Applicant has also filed an underlying 
ETA seeking up to 90 days of operating 
authority. Supporting shipper: Ed Role- 
son, Jr.. Inc., P.O. Box 16, Paragould. Ark. 
72450. Send protests to: John V. Barry, 
District Supervisor. Interstate Commerce 
Commission—BOp, 600 Federal Building, 
911 Walnut Street. Kansas City. Mo. 
64106. 

No. MC 119670 (Sub-No. 28TA), filed 
June 22. 1977. Applicant: THE VICTOR 
TRANSIT CORPORATION. 5250 EstC 
Avenue. Cincinnati, Ohio 45232. Appli¬ 
cant's representative: Robert H. Klnker, 
314 W. Main St., P.O. Box 464. Frankfort. 
Ky. 40601. Authority sought to operate as 
a common carrier , by motor vehicle, over 
Irregular routes, transporting: Paper, 
fibreboard. pulpboard or strawboard, 
JV.OJ., other than corrugated, from 
Carthage. Ind„ to Illinois, Ohio, West 
Virginia, and Louisville, Ky.. and its 
commercial zone, for 180 days. Applicant 
has also filed an underlying ETA seeking 
up to 90 days of operating authority. 
Supporting shipper: James R. Rauden- 
bush, Central Traffic Manager, Con¬ 
tainer Corporation of America. 500 E, 
North Avenue. Carol Stream, Ill. 60187. 
Send protests to: Paul J. Lowry. District 
Supervisor. Bureau of Operations—In¬ 
terstate Commerce Commission, 6514-B 
Federal Building, 550 Main Street, Cin¬ 
cinnati. Ohio 45202. 

No MC 124230 (Sub-No. 32TA). filed 
June 16, 1977. Applicant: C. B. JOHN¬ 
SON, INC.. P.O. Drawer S. Cortez. Colo. 
81321. Applicant's representative: David 
E. Driggers. 1600 Lincoln Center. 1660 
Lincoln Street, Denver. Colo. 80264. Au¬ 
thority sought to operate as a common 
carrier , by motor vehicle, over irregular 
routes, transporting: Ore and ore con¬ 
centrates. from Template. Nev., to the 
facilities of Union Carbide Corporation 
at or near Bishop. Calif., for 180 days. 
Supporting shipper: Union Carbide Cor¬ 
poration. One California Street. San 
Francisco. Calif. 94111. Send protests to: 
Herbert C. RuofT. District Supervisor. 
492 U S. Customs House. 721 19th Street. 
Denver, Colo. 80202. 
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No. MC 124511 < Sub-No. 37TA). filed 
June 17. 1977. Applicant: JOHN F. 
OLIVER, P.O. Box 223. E. Highly 54. 
Mexico. Mo. 65265. Applicant’s repre¬ 
sentative: Leonard R. Kofkin. 39 South 
LaSalle Street. Chicago. Ill. 60603. Au¬ 
thority sought to operate as a common 
carrier , by motor vehicle, over irregular 
routes, transporting: Steel reinforcing 
bars, from the plantsite and facilities of 
Coco Corporation at Chicago, Ill., to 
points In Callaway County, Mo., for 180 
days. Supporting shipper: Daniel Inter¬ 
national, P.O. Box 108. Fulton. Mo. 65251. 
Send protests to: Vernon V. Coble. Dis¬ 
trict Supervisor, Interstate Commerce 
Commission. 600 Federal Building. 911 
Walnut Street. Kansas City. Mo. 64106. 

No. MC 134145 (Sub-No. 65TA). filed 
June 20. 1977. Applicant: NORTH STAR 
TRANSPORT. INC.. Route 1 Highway 1 
and 59 West. Thief River Falls. Minn. 
56701. Applicants representative: Rob¬ 
ert P. Sack. P.O. Box 6010, West St. Paul. 
Minn. 55118. Authority sought to operate 
as a contract carrier, by motor vehicle, 
over irregular routes, transporting: Afa- 
chines. computing, and parts thereof (ex¬ 
cept commodities in bulk), from Camp- 
ton, Ky.. to Detroit Metropolitan Air 
Terminal at or near Detroit. Mich., under 
a continuing contract, or contracts, with 
Computer Peripherals, Inc., for 180 days. 
Supporting shipper: Computer Peripher¬ 
als. Inc,. Edina. Minn. 55400. Send pro¬ 
tests to: Ronald R. Mau, District Super¬ 
visor. Bureau of Operations. Interstate 
Commerce Commission, P.O. Box 2340. 
Fargo. N. Dak. 58102. 

No. MC 135953 (Sub-No. 1TA), filed 
June 21. 1977. Applicant: CHEROKEE 
LINES, INC.. P.O. Box 152, 805 E. Moses, 
Cushing. Okla. 74023. Applicant’s repre¬ 
sentative: Donald L. 8tern, Suite 530. 
Univac Bldg., 7100 W. Center Rd„ 
Omaha. Nebr. 68106. Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: Cured, preserved meats, in pack¬ 
ages. from the plantsite and storage 
facilities of Land O'Frost. Inc., at Searcy. 
Ark., to points in California. Oregon. 
Washington. Idaho. Montana, Utah. 
Colorado, Wyoming. Arizona and Ne¬ 
vada. for 180 days. Applicant has also 
filed an underlying ETA seeking up to 
90 days of operating authority. Support¬ 
ing shipper: Land O’Frost, Inc.. 16850 
Chicago Avenue, Lansing, m. 60438. Send 
protests to: District Supervisor Joe 
Green. Rm. 240, Old Post Office Bldg., 
215 Northwest Third S«t., Oklahoma City. 
Okla. 73102. 

No. MC 136228 <Sub-No. 28TAL filed 
June 17, 1977. Applicant: LUISI TRUCK 
LINES, INC., P.O. Box 606, New Walla 
Walla Highway No. 11, MUton-Frec- 
water, Oreg. 97862. Applicant s repre¬ 
sentative: Philip G. Skofstad. P.O. Box 
594, Gresham, Oreg. 97030. Authority 
sought to operate as a common carrier , 
by motor vehicle, over irregular routes, 
transporting: Hanging beef. meat and 
meat products, from Spokane. Wash., to 
Portland. Clackamas. Sublimity, Eugene 
and Medford. Oreg., for 180 days. AppU- 
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cant has also filed an underlying ETA 
seeking up to 90 days of operating au¬ 
thority. Supporting shipper: Hygrade 
Food Products Corporation. Box 2567 
Term. Annex., Spokane. Wash. 99220. 
Send protests to: R. V. Dubay. District 
Supervisor, Bureau of Operations, In¬ 
terstate Commerce Commission. 114 Pio¬ 
neer Courthouse, Portland, Oreg. 97204. 

No. MC 136315 (Sub-No. 17TA). filed 
June 21, 1977. Applicant: OLEN BUR- 
RAGE TRUCKINO. INC., Route 9. Box 
22-A, Philidelphia, Miss. T9350. Appli¬ 
cant’s representative: Fred W. Johnson. 
Jr., 1500 Deposit Guaranty Plaza. P.O. 
Box 22628. Jackson. Miss. 39205. Author¬ 
ity sought to operate as a common car¬ 
rier, by motor vehicle, over irregular 
routes, transporting: Particleboard, from 
the facilities of Weyerhaeuser Company 
at Adel. Ga., to points in Alabama. Ar¬ 
kansas, Florida, Kentucky, Louisiana, 
Misslsssippi. North Carolina. South 
Carolina. Tennessee and Virginia, for 180 
days. Applicant has also filed an under¬ 
lying ETA seeking up to 90 days of op¬ 
erating authority. Supporting shipper: 
Weyerhaeuser Company. 100 S. Wacker 
Drive, Chicago. Ill. 60606. 8end protests 
tc: District Supervisor Tarrant. Inter¬ 
state Commerce Commission. Room 212. 
145 East Amite Building. Jackson. Miss. 
39201. 

No. MC 136545 (Sub-No. IOTA), filed 
June 20, 1977. Applicant: NUSSBERGER 
BROS. TRUCKING CO.. INC., 1109 Rail¬ 
road St.. P.O. Box 95, Prentice. Wls. 
54556. Applicant's representative: Rich¬ 
ard A. Westiey. 4506 Regent St.. Madi¬ 
son. Wls. 53705. Authority sought to op¬ 
erate as a common carrier, by motor ve¬ 
hicle, over irregular routes, transport¬ 
ing: Portable wheel crushers, from the 
plantsite of the La Font Corporation at 
or near Prentice, Wis., to points in the 
United States (except Alaska. Hiwait, 
Minnesota, and Wisconsin). for 180 days* 
Supporting shipper La Front Corpora¬ 
tion. 1319 Town Street. Prentice Wis. 
54556. Send protests to: Ronald A. Mor- 
ken. District Supervisor, Interstate Com¬ 
merce Commission, 139 W Wilson St.. 
Room 202. Madison, Wis. 53703. 

No. MC 141362 < Sub-No. 7TA>. filed 
June 10. 1977. Applicant: GEORGE A. 
SPARKS, d b a. ESCONDIDO TRUCK & 
EQUIPMENT. 1020 Linda Vista Drive. 
San Marcos. Calif. 92069. Applicant’s 
representative: William J. Monheim, 
15942 Whittier Blvd., P.O. Box 1756. 
Whittier, Calif. 90609. Authority sought 
to operate as a common carrier, by mo¬ 
tor vehicle, over irregular routes, trans¬ 
porting: Petroleum coke, from Long 
Beach. Calif., to Clarkdale. Ariz. for 
180 days. Applicant lias also filed an 
underlying ETA seeking up to 00 days 
of operating authority. Supporting ship¬ 
pers) : IMC Industry Group. Inc.. Car¬ 
bon Products Division. 1270 Pier G. Ave¬ 
nue, Long Beach. Calif. 90802. Send pro¬ 
tests to: Irene Carlos, Transportation 
Assistant. Interstate Commerce Com¬ 
mission, Room 1321 Federal Building, 
300 North Los Angeles Street, Los An¬ 
geles. CaUf. 90012. 


No. MC 141500 (Sub-No. 4TA), filed 
June 22. 1977. Applicant: SUPERIOR 
TRUCKINO CO.. INC.. P.O. Box 35. Ke- 
waskum. Wis. 53040. Applicant’s repre¬ 
sentative: Richard C. Alexander. 710 N. 
Planktnton Ave. Milwaukee. Wis. 53203. 
Authority sought to operate as a con¬ 
tract carrier . by motor vehicle, over ir¬ 
regular routes, transporting: Coal, in 
dump vehicles, from South St Paul. 
Minn., and Dubuque. Iowa to facilities of 
the state of Wisconsin at Chippewa Foils, 
Eau Cl/.lrc. Madison. Menomonie. Platte- 
ville. River Falls and Whitewater. Wis.. 
for 180 days. Applicant has also filed an 
underlying ETA seeking up to 90 days of 
operating authority. Supporting slipper: 
The C. Reiss Coal Company. Sheboygan. 
Wis. 53081. (E. R. Knauf). Send protests 
to: Gall Daugherty. Transportation As¬ 
sistant. Interstate Commerce Commis¬ 
sion, Bureau of Operations. U.S. Federal 
Building & Courthouse, 517 East Wiscon¬ 
sin Avenue. Room 619, Milwaukee. Wis. 
53202. 

No. MC 141546 (Sub-No. 22TA). filed 
June 20.1977. Applicant: BULK TRANS¬ 
PORT SERVICE. INC.. 1 Dundee Park. 
Andover. Mass. 01810. Applicant’s repre¬ 
sentative: Kenneth B. Williams. 84 State 
St.. Boston. Mass. 02109. Authority 
sought to operate as a common carrier. 
by motor vehicle, over irregular routes, 
transporting: Cement, in bulk, in tank 
trucks: From all Quebec-U.SA. border 
points to points in Connecticut. Rhode 
Island, and Massachusetts, for 180 days 
Applicant has also filed an underlying 
ETA seeking up to 90 days of operating 
authority. Supporting shipper. Indepen¬ 
dent Cement Corporation. 65 William 
Street. Wellesley Office Park, Wellesley 
Mass. 02181. Send protests to: Max 
Oorcnstein. District Supervisor. Bureau 
of Operations, Interstate Commerce 
Commission, 150 Causeway Street. Bos¬ 
ton. Mass, 02114. 

No. MC 141940 (Sub-No. 2TA>. filed 
June 17, 1977. Applicant: R. B. BATOR 
TRUCKING, INC.. Route 116. East 
Cheshire. Mass. 01225. Applicant’s rep¬ 
resentative: David M. Marshall, 101 State 
Street, Suite 304. Springfield. Mass 
01103. Authority sought to operate 
as a common carrier . by motor ve¬ 
hicle. over irregular routes, transporting 
Lime, limestone. limestone products and 
limestone bp-products, from Adams 
Mass., to Westbrook, Me., for 180 days 
Aprllcant has also filed an underlying 
ETA seeking up to 90 days of operating 
authority. Supporting shipper: Pfizer. 
Inc , 235 East 42nd Street, New York. 
N Y. 10017. Send protests to: J. D. Perry. 
Jr.. District Supervisor. Interstate Com¬ 
merce Commission. 436 Dwight Street 
Room 338, Springfield. Mass. 01103. 

No. MC 142778 (Sub-No. 3TA). filed 
June 20, 1977. Applicant: DON BAKER. 
R.R. 2. McLeanaboro, Ill. 62859. Appli¬ 
cant’s representative: Don Baker (same 
address as applicant). Authority sought 
to operate as a common carrier , by motor 
vehicle, over irregular routes, transport¬ 
ing: Coal , in bulk, in dump vehicles, from 
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Saline, Franklin. Jefferson, Williamson. 
Gallatin. Marion. Hamilton. Hardin, 
Pope. Johnson. Union, and Jackson 
Counties in Illinois, to points south of 
State Route 32 in Indiana, for 180 days. 
Supporting shipper: John P. Masselink, 
Fuel Manager, Public Service Company 
of Indiana. Inc., 1000 E. Main Street, 
Plainfield, Ind. 46168. Send protests to: 
Harold C. Jolliff, District Supervisor, In¬ 
terstate Commerce Commission, P.O. Box 
2418. Springfield, Ill. 62705. 

No. MC 143311 <Sub-No. 1TA>. filed 
June 22. 1977. Applicant: FAMCO 

TRANSPORT. INC., P.O. Box 80007. Se¬ 
attle, Wash. 98108. Applicant s represent¬ 
ative: James T. Johnson, 1200 Fifth 
Avenue, 1610 IBM Bldg.. Seattle, Wash. 
98101. Authority sought to operate as a 
contract carrier , by motor vehicle, over 
irregular routes, transporting: Shakes. 
shingles and trim . from points in Skagit 
County, Wash., to points in California 
under contract with Supreme Cedar 
Products, Inc., of Concrete, Wash., for 
180 days. Supporting shipper: 8upreme 
Cedar Products, Inc., Route 1, Box 140. 
Concrete, Wash. Send Protests to: I*. D. 
Boone, Transportation Specialist, Bu¬ 
reau of Operations. Interstate Commerce 
Commission, 858 Federal Building, Se¬ 
attle, Wash. 98174 • 

No. MC 143402TA. filed June 21. 1977. 
Applicant: JOHN HENSAL TRUCKINO, 
INC., Box 621. Woodward. Okln. 73801. 
Applicant's representative: C. L. Phillips, 
Rm. 248-Classcn Terrace Bldg., 1411 N. 
Classen, Oklahoma City, Okla. 73106. Au¬ 
thority sought to oeprate as a common 
carrier . by motor vehicle, over irregular 
routes, transporting: Drilling rigs, used 
in the discovery of natural gas and pe¬ 
troleum (from and to Jobsite locations), 
between points in Kansas, Oklahoma, and 
Texas, for 180 days. Supporting ship¬ 
pers) : There are approximately six (6) 
statements of support attached to the ap¬ 
plication which may be examined at the 
Interstate Commerce Commission in 
Washington. DC., or copies thereof 
which may be examined at the field office 
named below. Send protests to: District 
Supervisor Joe Green. Rm. 240, Old Past 
Office Bldg.. 215 Northwest Third St., 
Oklahoma City, Okla. 73102. 

No. MC 143403TA. filed June 20. 1977. 
Applicant: MADISON COAL & SUPPLY 
COMPANY. Port Amherst, Charleston. 
W. Va 25306. Applicant's representatlve: 
John M. Friedman. 2930 Putnam Avenue, 
Hurricane. W. Va. 25526. Authority 
sought to operate as a contract carrier, 
by motor vehicle, over irregular routes, 
transporting: Coal, in bulk. In dump ve¬ 
hicles. from points in Lee. Owsley, Rock¬ 
castle, Jackson. BreathUt. Leslie, Perry. 
Morgan. Magoffin, Clay. Wolfe, Johnson, 
and Pike Counties. Ky., to points in Ham¬ 
ilton County, Ohio, for 180 days. Appli¬ 
cant has also filed an underlying ETA 
seeking up to 90 days of operating au¬ 
thority’. Supporting shipper: R. L. Hart¬ 
man, Jr., VP. Hatfield Coals Division of 
Amherst Industries, Inc., P.O. Box 14118, 
Cincinnati. Ohio 45214. Send protests to: 
H R. White. District Supervisor, Inter¬ 


state Commerce Commission, 3108 Fed¬ 
eral Office Building, 500 Quarrier Street, 
Charleston, W. Va. 25301. 

No. MC 143413TA, filed June 22, 1977. 
Applicant: A & B Wilson & Sons. Inc., 
261 Squawbrook Road, North Haledon, 
N.J. 07508. Applicant’s representative: 
Edward L. Nehez, 167 Fairfield Road 
(P.O. Box 14091. Fairfield, N.J. 07006. Au¬ 
thority sought to operate as a contract 
carrier, by motor vehicle, over irregular 
routes, transporting: Piece goods. in in - 
dividual rolls , and materials and supplies 
used in the dyeing or finishing of piece 
goods, between the plant sites of Bra- 
endly-Fishkill. Inc., at Beacon. N.Y., on 
the one hand, and. on the other New 
York. N.Y„ and points in the New York. 
N.Y. Commercial Zone as defined by the 
Commission, for 180 day s. Applicant has 
also filed an underlying ETA seeking up 
to 90 day’s of operating authority. Sup¬ 
porting shipper: Braendly-Fishkill, Inc., 
10 East Main Street. Beacon, N.Y. 12508. 
Send protests to: District Supervisor Joel 
Morrows. Interstate Commerce Commis¬ 
sion. 9 Clinton Street, Newark, N.J. 07102. 

Water Application 

W-976 (Sub-No. 2TA), filed June 17. 
1977. Applicant: LYKES BROS. STEAM¬ 
SHIP CO.. INC.. 300 Poydras Street. New 
Orleans. La. 70130. Applicant's repre¬ 
sentative: A. F. Babin (same address as 
applicant). Authority sought to operate 
as a contract carrier, by motor vehicle, 
over Irregular routes, transporting: Five 
(5) pieces Nuclear Reactor Components 
consisting of two (2) reactors each 35*2" 
x 23*4VV # X 23'4Vi'7840.C00 lbs.: One 
(1) Service Support 16'7V # x 
x 15'7'735,600 lbs.; Two (2) Closure 
Heads each 19'6" x 10'6’7209.200 lbs. 
From: Port of New Orleans, La. To: Port 
of Longview’, Wash., via the Panama 
Canal by Steamship, for 90 days. Sup¬ 
porting shipper: The Babcock L Wilcox 
Company, S. Ladlch, Manager of Trans¬ 
portation Operations. 20 So. Van Buren 
Avenue, Barberton. Ohio 44203. Send 
protests to: District Supervisor Ray C. 
Armstrong. JY.. 701 Loyola Avenue, 9038 
Federal Building, New Orleans, La. 70113. 

By the Commission. 

H. O. Homme. Jr„ 
Acting Secretary. 

|FR Doc 77-19613 Filed 7-7-77:8:45 ara| 


(Votumo No. 241 

PETITIONS, APPLICATIONS, FINANCE 
MATTERS (INCLUDING TEMPORARY 
AUTHORITIES). RAILROAD ABANDON¬ 
MENTS. ALTERNATE ROUTE DEVIA¬ 
TIONS. AND INTRASTATE APPLICA¬ 
TIONS 

July 1, 1977. 

Petitions eor Modification, Interpreta¬ 
tion, or Reinstatement or Operating 
Rights Authority 

The following petitions seek modifica¬ 
tion or interpretation of existing operat¬ 
ing rights authority, or reinstatement 
of terminated operating rights authority. 

The Commission has recently provided 
for easier identification of substantive 


petition matters and all documents 
should clearly specify the "docket,” 
"sub.” and "suffix" <e.g. Ml. M2) num¬ 
bers identified by the Federal Register 
notice. 

An original and one copy of protests to 
the granting of the requested authority 
must be filed with the Commission on 
or before August 8, 1977. Such protest 
shall comply with Special Rule 247(d) 
of the Commission’s Oeneral Rules of 
Practice (49 CFR 1100.247) 1 and shall 
Include a concise statement of protest- 
ant’s interest in the proceeding and 
copies of Its conflicting authorities. Veri¬ 
fied statements in opposition should not 
be tendered at this time. A copy of the 
protest shall be served concurrently upon 
petitioner's representative, or petitioner 
if no representative is named. 

No, MC 730 <Sub-No. 149) (Ml) (no¬ 
tice of filing of petition to modify a cer¬ 
tificate). filed May 13. 1977. Petitioner: 
PACIFIC INTERMOUNTAIN EXPRESS 
CO., a corporation, 1417 Clay Street* 
P.O. Box 958, Oakland. Calif. 94604. Pe¬ 
titioner's representative: Alfred O. 
Krebs (same address as petitioner). Pe¬ 
titioner holds a motor common carrier 
certificate in No. MC 730 (Sub-No. 149), 
issued July 31. 1959. authorizing trans¬ 
portation. as pertinent, over regular 
routes, of general commodities (except 
those of unusual value. Class A and B 
explosives, household goods as defined by 
the Commission, commodities in bulk, 
and those requiring special equipment), 
(I) from Salt Lake City. Utah, to Seattle. 
Wash., serving all intermediate points in 
Utah restricted to pick-up only, those in 
Idaho east of Burley, Idaho (including 
Burley), for pick-up and delivery, and 
those In Idaho west of Burley. Idaho, and 
in Oregon and Washington restricted to 
delivery only as follows: (A) from Salt 
Lake City over the above-described 
routes covering the transportation of 
fish . frozen fruits, cheese . horticultural 
bulbs, and frozen vegetables, to Seattle; 
and also over the following described 
routes: (1) from Quincy. Wash., over 
Washington Highway 10 to Wenatchee, 
Wash., and thence over Washington 
Highway 2 to Tcanaway. Wash.; (2) 
from Walla Walla. Wash., over U.8. 
Highway 410 to Waliula. Wash.; and (3) 
from Fall City. Wash., over Washing¬ 
ton Highway 2 via Redmond and Bothell, 
Wash., to Seattle, Wash. 

By the instant petition, petitioner 
seeks to modify the authority above, so 
as to read: " General commodities (ex¬ 
cept those of unusual value. Class A and 
B explosives, household goods, as de¬ 
fined by the Commission, commodities 
in bulk, and those requiring special 
equipment, <1) from Salt Lake City, 
Utah, over the above-described routes 
covering the transportation of fish . 
frozen fruits , cheese, horticultural bulbs, 
and frozen vegetables to Seattle, Wash., 
serving all intermediate points, and re¬ 
turn over the same routes; and also over 


1 Copies of Special Rule 247 (as amended) 
can be obtained by writing to the Secretary, 
Interstate Commerce Commission, Wash¬ 
ington. D C. 20423. 
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the following described routes: (2) from 
Quincy. Wash., over Washington High¬ 
way 10 to Wenatchee. Wash., and thence 
over Washington Highway 2 to Teana- 
way. Wash.; (b> from Walla Walla. 
Wash., over U.S. Highway 410 to Wallula. 
Wash.; and <c) from Pall City. Wash., 
over Washington Highway 2 via Red¬ 
mond. and Bothell. Wash., to Seattle. 
Wash/’ 

No. MC 3600 and MC 3600 (Sub-Nos. 4 
and 5) <M1> (Notice of filing of petition 
to delete restriction), filed June 1, 1977. 
Petitioner: FRANK MARTZ COACH 
COMPANY, a corporation. 239 Old River 
Road, Wilkes-Barre. Pa. 18702. Petition¬ 
er's representative; S. Berne Smith, P.O. 
Box 1166. Harrisburg. Pa. 17108. Peti¬ 
tioner holds a motor common carrier 
certificate in No. MC 3600 and (Sub-Nos. 

4 and 5). issued November 24. 1942. Sep¬ 
tember 5, 1957. and November 4. 1965. 
respectively, authorizing transportation, 
as pertinent, over regular routes, as fol¬ 
lows: No. MC 36C0 authorizes passengers 
and their baggage, and express and 
newspapers in the same vehicle with 
passengers, during the season extending 
from the 15th day of May to the 1st day 
of October, both Inclusive, between the 
junction of U S Highway 22 and New* 
Jersey Highway 30. near Clinton. N.J.. 
and Atlantic City. NJ.. serving all inter¬ 
mediate points: from the junction of 
U.S. Highway 22 and New Jersey High¬ 
way 30 near Clinton. N J., over New Jer¬ 
sey Highway 30 to Trenton. NJ.. thence 
over UB. Highway 208 to Junction UJS. 
Highway 30 near Hammonton, N.J.. and 
thence over U5. Highway 30 to Atlantic 
City. N J.. and return over the same 
route: No MC 3600 <8ub-No. 4) author¬ 
izes passengers and their baggage . and 
express and newspapers in the same ve¬ 
hicle with passengers, during the season 
extending from May 15 to October 15. 
both inclusive, of each year, between the 
Lehigh Valley Interchange of the Penn¬ 
sylvania Turnpike, near Allentown, Pa., 
and junction UB. Highways 30 and 206. 
near Hammonton. NJ., in connection 
with carrier s regular route operations 
between Scranton and Wilkes Barre. Pa., 
and between Atlantic City. N J.. and New 
York. N.Y., serving no intermediate, 
points, and with service at the Lehigh 
Valley Interchange of the Pennsylvania 
Turnpike for purpose of Joinder only: 
from the Lehigh Valley Interchange over 
the Pennsylvania Turnpike to junction 
New Jersey Turnpike, iherce over the 
New Jersey Tumrlke to the Camden- 
Philadelphla Interchange, thence over 
New Jersey Highway 73 to Junction U.S. 
Highway 30. and thence over U.S. High¬ 
way 30 to Junction U.8. Highway 206, and 
return over the same route; and 

No. MC 3600 (Sub-No. 5) authorizes 
passengers and their baggage , and ex¬ 
press and newspapers . in the sime ve¬ 
hicle with passengers, during the season 
extending from May 15 to October 15. 
both inclusive, of each year, between the 
Junction of the Northeast Extension of 
the Pennsylvania Turnpike and the 
Pennsylvania Turnpike and Atlantic 


City, N.J.. in connection with carrier's 
presently authorized regular route op¬ 
erations between Scranton and Wilkes- 
Barre, Pa., and Atlantic City, NJ.. serv¬ 
ing no intermediate points, but serving 
Junction of Northeast Extension of the 
Pennsylvania Turnpike and the Penn¬ 
sylvania Turnpike for purpose of join¬ 
der only: from junction of the Northeast 
Extension of the Pennsylvania Turnpike 
and the Pennsylvania Turnpike over the 
Pennsylvania Turnpike to Valley Forge 
Interchange (No. 24>. thence over In¬ 
terstate Highways 76 and 676 to Junction 
New Jersey Highway 42, thence over New 
Jersey Highway 42 to junction Atlantic 
City Expressway, and thence over Atlan¬ 
tic City Expressway to Atlantic City, and 
return over the same route. By the in¬ 
stant petition, petitioner seeks to modify 
its authority in the lead certificate. (Sub- 
No. 4) and (Sub-No. 5) by deleting the 
seasonal operational restrictions. 

No. MC 123778 (Sub-Nos. 1. 19. 21. and 
23> (Ml) (notice of filing of petition for 
interpretation or nfbchflcation of per¬ 
mits). filed May 25. 1977. Petitioner: 
JALT CORP., doing business as United 
Newspaper D^hvery Scrvi:e. 75 Cutters 
Dock Road. P.O. Box 398, Woodbridge. 
N.J. 07095. Petitioner's representative: 
Morton E. Kiel, Suite 6193. 5 World 
Trade Center, New York. N.Y. 10048. 
Petitioner holds motor contract carrier 
permits in No. MC 123778 (Sub-Nos. 1. 
19, 21, and 23). issued April 13.1977, July 
1, 1976, October 7. 1976, and December 
9. 1976, respectively, authorizing gener¬ 
ally. as pertinent, the transportation of 
magazines and similar products over ir¬ 
regular routes, from Woodbridge. N J.. to 
Wilmington. Del.. Baltimore. Md.. and 
named points in New Jersey, New York. 
Connecticut. Pennsylvania, and the Dis¬ 
trict of Columbia, under contracts with 
various named shippers. By the instant 
petition, petitioner requests a finding by 
the Commission that the authority to 
serve Woodbridge. N J.. encompasses au¬ 
thority to serve Edison. NJ,. or. in the 
alternative, seeks to modify the permits 
by substituting Edison. NJ., in lieu of 
Woodbridge. N.J.. as the origin point. 

Motor Carrier, Broker. Water Carrier 

and Freight Forwarder Operating 

Rights Applications 

The following applications are gov¬ 
erned by Special Rule 247 of the Com¬ 
mission’s General Rules of Practice (49 
CFR 1 1100.247). These rules provide, 
among other things, that a protest to the 
granting of an application must be filed 
with the Commission on or before August 
8. 1977. Failure to seasonably file a 
protest will be construed as a waiver of 
opposition and participation in the pro¬ 
ceeding. A protest under these rule* 
should comply with section 247(d) <3> of 
the rules of practice which requires that 
it set forth specifically the grounds upon 
which it is made, contain a detailed 
statement of protestant's interest in the 
proceeding (including a copy of the 
specific portions of its authoritv which 
Protestant believes to be in conflict with 
that sought In the appU.ation. and de¬ 


scribing in detail Uie method—whether 
by Joinder, intrrline. or other means— 
by which protestant would use such au¬ 
thority to provide all or part of the serv¬ 
ice proposed), and shall specify with 
particularity the facts, matters, and 
things relied upon, but shall not include 
Issues or allegations phrased generally. 
Protests not in reasonable compliance 
with the requirements of the rules may 
be rejected. The original and one copy of 
the protest shall be filed with the Com¬ 
mission, and a copy shall be served con¬ 
currently upon applicant's representa¬ 
tive. or applicant if not representative is 
named ir the protest includes a request 
for oral hearing, such requests shall meet 
the requirements of se:tion 247(d) (4) of 
the special rules, and shall Include the 
certification required therein. 

Section 247(f) further provides, in 
part, that an applicant who docs not In¬ 
tend timely to prosecute its application 
shall promptly request dismissal thereof, 
and that failure to prosecute an appli¬ 
cation under procedures ordered by the 
Commission will result In dismissal of 
the application. 

Further processing steps will be by 
Commission order which will be served 
on each party of record. Broadening 
amendments will not be accepted after 
the date of this publication except for 
good cause shown, and restrictive 
amendments will not be entertained fol¬ 
lowing publication in the Federal Regis¬ 
ter of a notice that the proceeding has 
been assigned for oral hearing. 

Each applicant states that there will 
be no significant effect on the quality of 
the human environment resulting from 
approval of its application. 

No. MC 730 (Sub-No. 405). filed 
May 19. 1977. Applicant: Pacific Inter- 
mountain Express Co . A Corporation 
1417 Clay Street, P.O. Box 958. Oakland. 
California 94612. Applicant s representa¬ 
tive: R. N. Cooledge (same address as 
applicant). Authority sought to operate 
as a common carrier . by motor vehicle, 
over Irregular routes, transporting 
Liquified petroleum gas. in bulk, in tank 
vehicles, from points in the United States 
in and west of Texas, New Mexico. Colo¬ 
rado. Wyoming and Montana (except 
Alaska and Hawaii) to points in the 
United States in and east of Louisiana 
Arkansas. Oklahoma. Kansas. Nebraska 
South Dakota and North Dakota. 

Nc/tk. —Common control may be involved 
II a hearing bi deemed necessary, applicant 
requests tt be held at either San FrancUco 
or Los Angeles. Calif 

No, MC 2543 (Sub-No. 15), filed 
May 31. 1977. Applicant: The Adley Cor¬ 
poration d.b a. ADLEY EXPRESS COM¬ 
PANY, 10990 Roe Avenue. Shawnee 
Mission. KS 66207. Applicant’s repre¬ 
sentative: Edward G. Bazelon. 39 8outh 
LaSalle St.. Chicago. IL 60603. Authority 
sought to operate as a common carrier. 
by motor vehicle, over regular routes, 
transporting: General commodities (ex¬ 
cept those of unusual value, classes A 
and B explosives, alcoholic beverages, 
household goods as defined by the Com¬ 
mission. commodities in bulk, and com- 
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modities requiring special equipment): 
'!> Between Richmond, Va„ and junc¬ 
tion U.S. Highway 460 and Virginia High¬ 
way 24: Prom Richmond over U.S. High¬ 
way 60 to junction Virginia Highway 24. 
thence over Virginia Highway 24 to junc¬ 
tion U.8. Highway 460, and return over 
the same route; (2) between Richmond, 
Va., and Martinsville, Va.: From Rich¬ 
mond over UB. Highway 360 to Junction 
U.S. Highway 56 at or near South Boston, 
Va., thence over UB. Highway 58 to Mar¬ 
tinsville. and return over the same route; 
<3> between Martinsville, Va., and 
Roanoke. Va.; From Martinsville over 
UB Highway 220 to Roanoke, and re¬ 
turn over the same route; (4) between 
Danville. Va.. and junction U.S. Highway 
29 and Virginia Highway 24: From Dan¬ 
ville over U.S. Highway 29 to Junction 
Virginia Highway 24. and return over 
the same route; (5) between Burkeville, 
Va.. and junction UB. Highway 460 and 
Virginia Highway 24: From Burkeville 
over UB. Highway 460 to junction Vir¬ 
ginia Highway 24. and return ‘over the 
same route; <6> between South Boston. 
Va.. and Junction U.S. Highway 501 and 
Virginia Highway 24: From South Bos¬ 
ton over U.S. Highway 501 to Junction 
Virginia Highway 24, and return over the 
same route; (7) between South Boston. 
Va.. and Emporia. Va.: From South Bos¬ 
ton over UB. Highway 58 to Emporia, 
and return over the same route; (8) be¬ 
tween Junction U.8. Highways 360 and 
460 at or near Burkeville. Va.. and Junc¬ 
tion U.S. Highway 460 and 1: From Junc¬ 
tion UB. Highways 360 and 460 at or 
near Burkeville. Va.. over U.S. Highway 
460 to Junction UB. Highway 1, and re¬ 
turn over the same route; (9) between 
Crewe, Va., and Clarksville. Va.: From 
Crewe over Virginia Highway 49 to junc¬ 
tion UB. Highway 15. thence over UB. 
Highway 15 to Clarksville, and return 
over the same route; <10> between Junc¬ 
tion Virginia Highways 40 and 49 at or 
near Lunenburg. Va.. and junction Vir¬ 
ginia Highway 40 % and UB. Highway 
220: From Junction Virginia Highways 
40 and 49 at or near Lunenburg, over 
Virginia Highway 40 to junction UB. 
Highway 220, and return over the same 
route: 

(11) Between Victoria, Va.. and Junc¬ 
tion Virginia Highway 138 and UB. 
Highway 1: From Victoria. Va.. over Vir¬ 
ginia Highway 138 to Junction U. S. 
Highway 1, and return over the same 
route; 02) between Blackstone. Va., and 
Alberta, Va.: From Blackstone over Vir¬ 
ginia Highway 46 to Alberta, and return 
over the same route. <13> between Black¬ 
stone, Va.. and Junction Virginia High¬ 
way 40 and Virginia Highw r ay 10: From 
Blackstone over Virginia Highway 40 to 
Junction Virginia Highway 10. and return 
over the same route; (14) between junc¬ 
tion Interstate Highway 95 and Virginia 
Highway 10 at or near Hopewell, Va.. 
and Suffolk. Va.: From junction Inter¬ 
state Highway 95 and Virginia 10 at or 
near Hopewell, thence over Virginia 
Highway 10 to Suffolk, and return over 
the same route; <15> between junction 
US. Highways 58 and 258 at or near 
franklin. Va.. and Junction UB. High¬ 


ways 258 and 60 at or near Newport 
News. Va.: From junction U.S. Highways 
58 and 258 at or near Franklin, thence 
over UB. Highway 258 to Junction U.S. 
Highways 258 and 60 at or near Newport 
News, and return over the same route; 
(16) between Junction UB. Highway 60 
and Virginia Highway 24 and Lynchburg. 
Va.. as an alternate route for operating 
convenience only: From junction UB. 
Highway 60 and Virginia Highway 24 over 
UB. Highway 60 to Junction Highway 29 
at or near Amherst, thence over UB. 
Highway 29 to Lynchburg, and return 
over the same route; (17) between 
Lynchburg. Va.. and junction U.S. High¬ 
way 29 and Virginia Highway 24, as on 
alternate route for operating convenience 
only: From Lynchburg over UB. High¬ 
way 29 to Junction Virginia Highway 24. 
and return over the same'route; (18) 
between Lynchburg. Va.. and Junction 
UB. Highway 501 and Virginia Highway 
24. as an alternate route for operating 
convenience only: From Lynchburg over 
UB. Highway 501 to Junction Virginia 
Highway 24, and return over the same 
route; and (19) between junction UB. 
Highway 460 and Virginia Highway 26 
at or near Appomattox. Va., and Lynch¬ 
burg. Va.. as an alternate route for oper¬ 
ating convenience only: From junction 
U S. Highway 460 and Virginia Highway 
26 at or near Appomattox over UB. 
Highway 460 to Lynchburg, and return 
over the same route. 

Applicant seeks authority to serve all 
intermediate points in Virginia on routes 
(I> through (15) above and. as off- 
route points in connection with routes 
(1) through (15) above points in that 
part of Virginia located on and east of 
a line beginning at the Virginia-North 
Carolina State line, and extending along 
U.S. Highway 220 to Roanoke; thence on 
and south of a line extending from Ro¬ 
anoke over Virginia Highway 24 to its 
Junction with UB. Highway 60: thence 
over U.S. Highway 60 to its junction 
with Virginia Highway 168: thence 
southeasterly over Virginia Highway 168 
to its Junction with Colonial National 
Parkway; thence over Colonial National 
Parkway to the Chesapeake Bay at or 
near Vorktowm, Va.. with service au¬ 
thorized at all points on the highways 
specified and Salem, Va, 

Norte .—In routes (1) through (15) above, 
applicant seeks authority to convert its ex¬ 
isting irregular-route authority to regular- 
route authority. Its ex tiling irregular-route 
authority is as follows: Between points in 
that pirt of Virginia on and east of a line 
beginning at the Virginia-North Carolina 
State line, and extending along UB, Highway 
220 to Roanoke;, thence on and south of a 
line extending from Roanoke over Virginia 
Highway^ to its junction with US Highway 
60; thence over UB- Highway 60 to Its Junc¬ 
tion with Virginia Highway 168; thence 
sou the Alter ly over Virginia Highway 168 to 
its Junction with Colonial National Parkway; 
thence over Colonial Nattonal Parkway to the 
Chesapeake Bay at or near York town. Va.. 
with service authorized at all points on the 
highways specified and Salem. Va. Routes 
(16) through (19) above are sought as alter¬ 
nate routes for operating convenience only. 
If a hearing is deemed necessary, applicant 


requests that It be held at Kansas City, Mo., 
or Chicago. IU. Common control may be 
Involved. 

No. MC 2900 i Sub-No. 305 >. filed May 
26. 1977. Applicant: RYDER TRUCK 
LINES, INC.. 2050 Kings Road. P O Box 
2408. Jacksonville, FL 32203. Applicant's 
representative: S. E. Somers, Jr. (same 
address as applicant). Authority sought 
to operate as a common carrier, by mo¬ 
tor vehicle, over regular routes, trans¬ 
porting: General Commodities (except 
household goods as defined by the Com¬ 
mission. Classes A and B explosives, com¬ 
modities in bulk and those requiring 
special equipment): Serving the plant 
site of Hartsvllle Nuclear Plant located 
at or near Hartsvllle, Tenn., as an off- 
route point In connection with carrier’s 
presently authorized routes. 

Not*.—C ommon control may be involved. 
If a heart ig U deemed necessary, applicant 
requests It be held at Chattanooga. Tenn., or 
Washington. D C. 

No. MC 3117 (Sub-No. 3) filed May 28. 
1977. Applicant: PARAGON VAN LI&ES. 
INC., P.O. Drawer 630. Mt. Holly. New 
Jersey 08060. Applicant's representative: 
Robert J. Gallagher, Suite 1200, 1000 
Connecticut Ave. NW.. Washington. D.C. 
20036. Authority sought to operate as a 
common carrier by motor vehicle over Ir¬ 
regular routes transporting used house - 
hold goods, in containers, restricted to 
the transportation of traffic having a 
prior or subsequent movement, in con¬ 
tainers. beyond the points authorized, 
and further restricted to the perform¬ 
ance of pick-up and delivery service in 
connection with packing, crating, and 
containerization or unpacking, uncrating 
and decontainerization of such traffic, 
between points in New York City. Ulster. 
Dutchess. Nassau. Suffolk. Westchester, 
Rockland, Orange and Putnam Counties, 
New York: New Castle County. Delaware; 
Philadelphia. Delaware, Montgomery. 
Chester. Bucks. Lancaster. Dauphin. 
Berks. Lehigh. Northampton and Leb¬ 
anon Counties. Pennsylvania; and points 
in New Jersey (except Sussex. Passaic, 
and Bergen Counties), a non-radial 
movement. 

Nora-—Common control may be involved 
If a hearing Is deemed necessary, applicant 
requests that It be held In Mt Holly. New 
Jersey. 

No. MC 16513 (Sub-No. 10) (partial 
correction), filed May 10. 1977. published 
In the Federal Register Issue of June 16. 
1977. as MC 16513 (Sub-No. 19) and re¬ 
published as corrected In part this issue. 
Applicant REISCH TRUCKING * 
TRANSPORTATION CO.. INC.. 819 
Union Avenue. Pennsauken. N.J. 08110. 
Applicant's representative: L. C. Malor. 
Jr.. Overlook Building. 6121 Uncolnia 
Road. Suite 400. Alexandria. Va. 22312. 
The purpose of this partial republicstlon 
is to indicate applicant's correct docket 
number as 16513 (Sub-No. 10* in lieu of 
16513 (Sub-No. 19). The rest of the pub¬ 
lication remains the same, 

MC 26396 (Sub-No. 147). filed Mav 27, 
1977. Applicant: POPELKA TRUCKING 
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CO., doing business as THE WAGGON¬ 
ERS, P.O. Box 990. Livingston, Mont. 
59047. Applicant's representative: Jacob 
P. Billlg. 2033 K Street NW., Washington. 
DC. 20006. Authority sought to operate 
as a common carrier . by motor vehicle, 
over irregular routes, transporting agri¬ 
cultural chemicals <except in bulk). from 
the plantsite and facilities of Monsanto 
Company located at Des Moines, Iowa, 
to points in California. Colorado. Idaho. 
Montana. Oregon and Washington. 

Not*.— Applicant holds contract carrier au¬ 
thority in MC 133777 (Sub-No. 7). therefore 
dual operations may be involved If a hear¬ 
ing is deemed necessary, the applicant re¬ 
quests it be held at Washington. D C 

No. MC 27817 <Sub. No. 133), filed 
June 2. 1977. Applicant: H. C. GABLER. 
INC., R. D No. 3. Box 220. Chambers- 
burg. Pa. 17201. Applicant s representa¬ 
tive: Christian V. Graf. 407 North Front 
Street, Harrisburg, Pa. 17101. Authority 
sought to operate as a common carrier . 
by motor vehicle, over irregular routes, 
transporting* Glass containers and clo¬ 
sures therefor, and flbreboard boxes , 
from the plantsite and shipping facilities 
of Glass Containers Corporation located 
in the Borough of Knox and the Town* 
ships of Paint and Elk. Clarion County. 
Pa.: the Borough of Marlenvllle. Forest 
County. Pa.; and the Borough of Parker. 
Armstrong County. Pa., to points in 
Maine. New Hampshire. Vermont. Rhode 
Island, Connecticut, Massachusetts. New 
Jersey, and that part of New York, on 
and east of U.S. Highway 11 and New 
York Highway 12. restricted to traffic 
originating at and destined to the above 
origins and destinations. 

Horx.—If a hearing t» deemed necessary, 
applicant request* that It be held at Harris¬ 
burg. Pa or W a s hin gton, D.C. 

No. MC 28088. (Sub-No. 29), filed May 
25. 1977. Applicant: NORTH * SOUTH 
LINES. INCORPORATED. 2710 S. Main 
Street, Harrisonburg. VA 22801. Appli¬ 
cant's representative: John R. Sims. Jr.. 
915 Pennsylvania Bldge., 425 13th Street. 
NW.. Washington. D.C. 20004. Authority 
sought to operate as a common carrier . 
by motor vehicle, over irregular routes, 
transporting: Frozen foods, from the 
piantsites and warehouse facilities of 
Stouffer Food Co., located at or near 
Solon and Cleveland. Ohio, to points in 
the United States in and east of Ohio. 
Kentucky. Tennessee and Mississippi. 

Nora.—If ft hearing Is deemed necessary. 
Applicant requests thftt It be held at Harrison¬ 
burg. Va . or Washington. D C Common con¬ 
trol may be involved. 

No. MC 30513 (Sub-No. 15). filed May 
31. 1977. Applicant: NORTH STATE 
MOTOR LINES. INC . US. 301 By-Pass 
South. P.O. Box 4108. Rocky MoigiU 
North Carolina 27801. Applicant's rep¬ 
resentative: Louis J. Amato. P.O. Box E. 
Bowling Green, Kentucky 42101. Au¬ 
thority sought to operate as a common 
carrier , by motor vehicle, over irregular 
routes, transporting (lHai Materials , 
supplies and equipment (except commo¬ 
dities in bulk. In lank vehicles) used in 
the procesisng. packing, storing, handling 
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and marketing of tobacco, and <b) un¬ 
manufactured tobacco when moving on 
the same vehicles at the same time with 
the commodities described above, be¬ 
tween points in Florida, Georgia. Ken¬ 
tucky. Maryland. North Carolina. Ohio. 
South Carolina. Tennessee, Virginia, and 
West Virginia. 

Not*.—I f ft hearing U deemed necessary, 
the applicant requests thftt it be held with 
similar applications at either Raleigh. N.C., 
or Washington. D.C. 

No. MC 30844 (Sub-No. 591). filed May 
31. 1977. Applicant: KROBLIN RE¬ 
FRIGERATED XPRESS, INC., P.O. 
Box 5000, Waterloo. Iowa 50704. Appli¬ 
cant's representative: John P. Rhodes 
(same address as applicant). Author¬ 
ity sought to operate as a common 
carrier . by -motor vehicle, over irreg¬ 
ular routes, transporting: Garden, 
lawn, turf, and golf course equipment, 
snow throwers, and parts and accessories 
therefor, from the plantsite and ware¬ 
house facilities of The Toro Company 
located at or near Windom, Minnesota, 
and at or near Tomah. Wise., to points 
in Conn.. Del.. Maine. Md.. Mass.. NiL. 
N.J.. N.Y. (except Buffalo and points in 
its Commercial Zone). Pa (except Pitts¬ 
burgh and points in its Commercial 
Zone). R.L. Vt., Va., W.Va.. and the Dis¬ 
trict of Columbia, restricted to shipments 
originating at the above named origin 
points. 

None.—Common control may be involved. 
If a hearing la deemed necessary. the ap¬ 
plicant request* It be held at Minneapolis, 
Minnesota. 

MC 31462 (Sub-No. 23) filed May 31. 
1977. Applicant: PARAMOUNT MOV¬ 
ERS. INC.. 3164 Springfield, Lancaster. 
Tex 75146. Applicant's representative: 
Robert J. Gallagher. Esq.. Suite 1200, 
1000 Connecticut Ave., NW., Washington. 
D.C. 20036. Authority sought to operate 
as a common carrier by motor vehicle 
over irregular routes, in the transporta¬ 
tion of Empty household goods shipping 
containers, set up or knocked down, be¬ 
tween points in Alabama, Arkansas. 
Colorado. Connecticut, District of Co¬ 
lumbia. Florida, Georgia. Illinois, In¬ 
diana. Iowa. Kansas. Kentucky. Louisi¬ 
ana. Maine. Maryland. Massachusetts, 
Michigan. Minnesota Mississippi. Mis¬ 
souri. Montana, Nebraska. New Hamp¬ 
shire. New Jersey. New York, North Car¬ 
olina. North Dakota. Ohio, Oklahoma, 
Pennsylvania. South Carolina, South 
Dakota Tennessee, Texas. Vermont, Vir¬ 
ginia. West Virginia, Wisconsin. 

Note.- If a hearing Is deemed necessary, 
applicant request* that It be held in Dalla*. 
Texas. 

No MC 32882 (8ub-No. 77). filed June 
21. 1977. Applicant: MITCHELL BROS. 
TRUCK LINES. 3841 N. Columbia. P.O. 
Box 17039, Portland. Oreg. 97217. Appli¬ 
cant's representative David R Parker, 
2310 Colorado State Bank Building. 1600 
Broadway. Denver, Cokr 80202. Authority 
sought to operate as a common carrier # 
by motor vehicle, over irregular routes, 
transporting: Aluminum , aluminum 


products , and supplies , materials and 
equipment used in the manufacture of 
aluminum and aluminum products (ex¬ 
cept in bulk >. between the piantsites and 
facilities of Alumax. Inc., at or near 
Casa Orande. Arts. Long Beach. River¬ 
side. Visalia, Perris Valley and Wood¬ 
land, Calif.; Loveland. Colo.: Boise and 
Twin Falls. Idaho: Tulsa and Checotah. 
Okla ; Umatilla and Stay ton, Oreg., 
Mansfield and Dennison. Tex. and 
Spokane and Fcrodale. Wash, on the 
one hand, and, on the other, points in 
Arizona, California. Colorado. Idaho. 
Montana, Nevada. New Mexico. Okla¬ 
homa. Oregon. Texas, Utah. Washington 
and Wyoming. 

Note —Prehearing conference, July 6,1977, 
Office* of the Interstate Commerce Commis¬ 
sion , Washington, D.C. 

No. MC 36509 <Sub-No. 28> filed May 
31. 1977. Applicant: LOOMIS AR¬ 

MORED CAR SERVICE. INC.. 821 San- 
some Street. San Francisco. California 
94111. Applicant’s representative* 
George H. Hart 1100 IBM Building. 
Seattle. Washington 98101. Authority 
sought to operate as a contract carrier, 
by motor vehicle, over irregular routes, 
transporting: Coin and currency, (1) 
between Minneapolis. Minnesota, on the 
one hand, and, on the other, Superior. 
Wisconsin; and (2) between Minnea¬ 
polis. Minnesota, on the one hand. and. 
on the other, points in Barnes. Burleigh. 
Cass. Grand Forks. Morton. Ramsey, 
Richland. Stutsman, and Ward Coun¬ 
ties, North Dakota; and (3) between 
Minneapolis, Minnesota, on the one 
hand. and. on the other, points in South 
Dakota, under a continuing contract, or 
contracts, with Federal Reserve Bank of 
Minneapolis. 

Note —Common control m*y be involved 
If a hearing I* deemed necessary. the appli¬ 
cant request* that It be held at Minneapolis. 
Minn.; San Francisco. Calif. or Seattle. 
Wash 

No. MC 40978 fSub-No. 32) filed May 
31. 1977. Applicant: CHAIR CITY MO¬ 
TOR EXPRESS COMPANY. A Corpora¬ 
tion, 3321 Business 141 South. Sheboy¬ 
gan. Wis 53081. Applicant's representa¬ 
tive: William C. Dineen. 710 North 
Plankinton Avenue. Milwaukee. Wiscon¬ 
sin 53203. Authority sought U> operate 
as a common carrier by motor vehicle, 
over Irregular routes, transporting: (D 
Doors from the plantsite of Curtis Cor¬ 
poration at New London. Wis. to points 
in Alabama. Arkansas. Colorado. Con¬ 
necticut, Delaware. Florida, Georgia. 
Illinois. Indiana. Iowa. Kansas. Ken¬ 
tucky. Louisiana. Maine, Maryland. 
Massachusetts. Michigan. Minnesota, 
Mississippi, Missouri. Nebraska, New 
Hampshire. New Jersey. New York. 
North Carolina, North Dakota. Ohio, 
Oklahoma. Pennsylvania, Rhode Island, 
South Carolina. South Dakota. Tennes¬ 
see. Texas. Vermont. Virginia. West Vir¬ 
ginia Wisconsin and the District of 
Columbia, and <2) Equipment, materials 
and supplies used in the manufacture 
and distribution of doors, except com¬ 
modities In bulk, from point* in the Dis- 
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trict of Columbia and points in the above 
named destination states to the plantsite 
of the Curtis Corporation at New Lon¬ 
don. Wls. 

Not*. — If a hearing Is deemed necessary, 
applicant request* It be held at Milwaukee 
or Madison, Wls. 

No. MC 41404 (Sub-No. 127) filed May 
25. 1977. Applicant: ARGO-COLLIEH 
TRUCK LINES CORPORATION. Post 
Office Box 440. Martin. Tenn. 38237. Ap¬ 
plicant's representative: Mark L. Home 
• same address as applicant). Authority 
sought to operate as a common carrier . 
by motor vehicle, over irregular routes, 
transporting: Foods, food products and 
food ingredients (except oleomargarine, 
shortening, and salad oils), in vehicles 
equipped with mechanical refrigeration, 
from the plant and storage facilities of 
Archer Daniels Midland Company, lo¬ 
cated at Decatur. Ill., to points in Ala¬ 
bama. Florida, Georgia. Kentucky. Loui¬ 
siana. Mississippi, North Carolina. South 
Carolina, and Tennessee restricted to 
shipments originating at the named 
origins. 

Not*. — C ommon control may be Involved. 
If a hearing is deemed necessary, the appli¬ 
cant requests It be held at Springfield. Ill. or 

St. Louis, Mo. 

No. MC 42261 (Sub-No. 125) filed June 
2, 1977. Applicant: LANGER TRANS¬ 
PORT, CORP., Box 305. Jersey City. N.Y. 
07303. Applicant’s representative: W. C. 
Mitchell, 370 Lexington Avenue, New 
York, N.Y. 10017. Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing Petroleum and petroleum products, 
In bulk. In tank vehicles, from Elizabeth. 
NJ„ to points in Virginia, North Caro¬ 
lina. South Carolina, Georgia, and 
Florida. 

Not*.— I f a hearing I* deemed necessary, 
the applicant requests It be held at either 
New York, N.Y. or Newark. N.J. 

No. MC 47583 (Sub-No. 50) filed June 
2. 1977. Applicant: TOLLIE FREIGHT- 
WAYS, INC., 1020 Sunshine Road. Kan¬ 
sas City, Kans. 66115. Applicant's repre¬ 
sentative: D. S. Hults, P.O. Box 225, 
Lawrence. Kans. 66044. Authority sought 
to operate as a common carrier, by mo¬ 
tor vehicle, over irregular routes, trans¬ 
porting: (l> Cellulose insulation, in 
bags, blowing machines and replace* 
ment parts and supplies for blowing ma¬ 
chines, from the plantsite and storage 
facilities of General Fiber Corporation, 
at or near Commerce City. Colorado, to 
points in Arkansas and Louisiana: and 
•2> materials , equipment and supplies 
used in the manufacture and distribu¬ 
tion of cellulose insulation except com¬ 
modities in bulk, from points in Ark an- 
*•» a nd Louisiana, to the plant site and 
storage facilities of General Fiber Cor¬ 
poration, at or near Commerce City. Col¬ 
orado. 

Note — Common control may be involved. 
H * hearing 1 a deemed necessary, the Appli¬ 
cant request* It be held in Kansas City. 

Missouri. 

No. MC 48213 <Sub-No. 46) filed May 
1977. Applicant: C. E. LIZZA, INC., 


P.O. Box 308, Ltgonicr. Pa. 15658. Appli¬ 
cant's representative William A. Gray, 
2310 Grant Building, Pittsburgh. Pa. 
15219. Authority sought to operate as a 
contract carrier, by motor vehicle, over 
irregular routes, transporting: Explosives 
and fireworks from New Castle. Pa. to 
points in Michigan and Minnesota, un¬ 
der a continuing contract of contracts 
with Vitale Fireworks Manufacturing 
Company of New Castle, Pa. 

Nor*.—Common control may be Involved. 
If a hearing Is deemed necessary, applicant 
request* that It be held at Pittsburgh, Pa. 
or Washington, D.C. 

No. MC 56679 (Sub-No. 90) filed June 
17. 1977. Applicant: BROWN TRANS¬ 
PORT CORP.. 125 Milton Ave.. S.E., At¬ 
lanta. Ga. 30315. Applicant’s representa¬ 
tive: R. J. Reynolds. Ill, Candler Build¬ 
ing. Atlanta. Ga. 30303. Authority sought 
to operate as a common carrier, by motor 
vehicle, over regular routes, transport¬ 
ing: General commodities (except those 
of unusual value. Classes A and B explo¬ 
sives, household goods as defined by the 
Commission, commodities In bulk, and 
those requiring special equipment), (f) 
Between Atlanta, Georgia, and Carters- 
ville. Georgia, serving no intermediate 
points, but serving the termini! of At¬ 
lanta, Oeorgla. and Cartersville, Geor¬ 
gia, and all points within their respec¬ 
tive commercial zones. From Atlanta, 
Georgia, to Cartersville, Georgia, over 
U.8. Highway 41 (also over all completed 
portions of Interstate Highway 75 be¬ 
tween Atlanta, Oeorgla, and Cartersville, 
Georgia, and over all roads and portions 
of roads connecting completed portions 
of Interstate Highway 75 to U.S. High¬ 
way 41) and return over the same route. 
Restriction: No point may be served by 
operating over Interstate Highway 75 
that is not also authorized for service 
over U.8. Highway 41. (2) Between Car¬ 
tersville. Georgia, and Chattanooga. 
Tennessee, serving (a) the terminU of 
Cartersville, Georgia, and Chattanooga. 
Tennessee, and all points within their 
respective commercial zones; and (b) all 
intermediate points between Cartersville. 
Georgia, and Chattanooga, Tennessee, 
and all places within the commercial 
zones of each of said Intermediate points. 
From Cartersville, Georgia, to Chatta¬ 
nooga, Tennessee, over U5. Highway 41 
(also over all completed portions of In¬ 
terstate Highway 75 between Carters- 
ville, Georgia, and Chattanooga. Ten¬ 
nessee, and over all roads and portions 
of roads connecting completed portions 
of Interstate Highway 75 to U.8. High¬ 
way 4D; and return over the same 
route. Restriction: No point may be 
served by operating over Interstate 
Highway 75 that is not also authorized 
for service over U.8. Htghway 41. 

(3) Between Cartersville. Georgia, and 
Tennga, Georgia, serving (a) the terminii 
of Cartersville. Oeorgla, and Tennga, 
Georgia, and all points within their re¬ 
spective commercial zones; and (b) all 
Intermediate points between Cartersville. 
Georgia, and Tennga. Georgia, and all 
places within the commercial zones of 
each of said Intermediate points. From 


Cartersville, Georgia. to Tennga. 

Georgia, over U.8. Highway 411 and re¬ 
turn over the same route. (4) Between 
Chatsworth. Georgia, and Dalton. 

Georgia, serving (a) the termini! of 
Chatsworth, Georgia, and Dalton. 

Georgia, and all points within their re¬ 
spective commercial zones: and (b) all 
Intermediate points between Chatsworth. 
Georgia, and Dalton, Georgia, and all 
places within the commercial zones of 
each of said intermediate points. From 
Chatsworth. Georgia, to Dalton. Georgia, 
over U.S. Highway 76. and return over 
the same route. (5> Between Chatsworth, 
Georgia, and Calhoun, Georgia, serving 
(a) the terminii of Chatsworth. Georgia, 
and Calhoun. Georgia, and all points 
within their respective commercial 
zones: and (b) all intermediate points 
between Chatsworth. Georgia, and Cal¬ 
houn. Georgia, and all places within the 
commercial zones of each of said inter¬ 
mediate points. From Chatsworth, 
Georgia, to Calhoun. Georgia, over U-S. 
Highway 76 to Junction Georgia Highway 
225. thence over Georgia Highway 225 
to Calhoun, Georgia, and return over 
the same route. (6) Between the Junc¬ 
tion of Georgia Highway 156 and U.S. 
Highway 411 and Calhoun. Georgia, 
serving (a) the terminii as points of 
Joinder only; and (b) all intermediate 
points between the Junction of Georgia 
Highway 156, and U.S. Highway 411 and 
Calhoun. Georgia and all places within 
the commercial zones of said inter¬ 
mediate points. From the Junction of 
Georgia Highway 156 and U.8. Highway 
411 to Calhoun. Georgia, over Georgia 
Highway 156 and return over the same 
route. (7) Betw’ecn Fairmount, Georgia, 
and Calhoun. Georgia, serving (a) the 
terminii of Fairmount, Georgia, and Cal¬ 
houn. Georgia and all points within their 
respective commercial zones; and (b) all 
Intermediate points between Fairmount, 
Georgia, and Calhoun, Georgia, and all 
places within the commercial zones of 
each of said Intermediate points. From 
Fairmount, Georgia, to Calhoun. Georgia 
over Oeorgia Highway 53 and return over 
the same route. 

(8) Between the Junction of Georgia 
Highway 140 and U.S. Highway 411 and 
Adairsville. Georgia, serving (a) the 
terminU and all points within their re¬ 
spective commercial zones: and <b) all 
intermediate points between the Junc¬ 
tion of Georgia Highway 140 and US. . 
Highway 411 and Adairsville. Georgia, 
and all places within the commercial 
zones of each of said intermediate points. 
From the Junction of Georgia Highway 
140 and UB. Highway 411. to Adairsville. 
Georgia, over Georgia Highway 140. and 
return over the same route. (9) Serving 
the plant site of E. T. Bar wick Industries. 
Inc. near the intersection of Georgia 
Highways 143 and 193 at or near Hedges. 
Georgia, located In Walker County. 
Georgia, as an off-route point in connec¬ 
tion with carrier’s authorized regular 
route operations described above be¬ 
tween Atlanta and Cartersville. Georgia, 
and between Cartersville, Georgia, and 
Chattanooga. Tennessee. (10) Between 
Chattanooga. Tennessee, and Knoxville, 
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Tennessee, serving no intermediate 
points, but serving the terrmnli of 
Chattanooga, Tennessee, and Knoxville, 
Tennessee, and all points within their re¬ 
spective commercial zones. From Chat¬ 
tanooga, Tennessee, to Knoxville, Ten¬ 
nessee, over Interstate Highway 75. and 
return over the same route. (11) Serving 
Huntsville. Alabama, as an off-route 
point in connection with carrier's regular 
route operations described above between 
Atlanta and CartersvlUe. and between 
CartersvlUe, Georgia and Chattanooga* 
Tennessee. (12) Serving Folks ton, 
Georgia, and Lake City. Florida, as off- 
route points in connection with carrier’s 
regular route operations described in 
Docket Me-56679 Sub 41. 

Notx —Common control may be involved. 
If a hearing is deemed necessary, the appli¬ 
cant requests that It be held at cither Chat¬ 
tanooga. Tcnn. or Atlanta. Ga. 

No. MC 59367 (Sub-No. 108 >. filed May 
27. 1977. Applicant: DECKER TRUCK 
UNE, INC.. P.O. Box 915. Fort Dodge. 
Iowa 50501. Applicant's Representative: 
William L. Fairbank. 1980 Financial Cen¬ 
ter, Des Moines. Iowa 50309. Authority 
sought as a common carrier . by motor 
vehicle, over irregular routes, transport¬ 
ing: Afeat, meat products, and meat by¬ 
products, and articles distributed by 
meat packinghouses, as described in Sec¬ 
tions A and C of Appendix I to the re¬ 
port In Descriptions in Motor Carrier 
Certificates, 61 M.C.C. 209 and 766 (ex¬ 
cept hides and commodities in bulk), (1 > 
from Fremont, Nebr.. to points in Illinois. 
Indiana. Iowa, Michigan. Minnesota, and 
Wisconsin: «2> from Hartley, Iowa, to 
points in Illinois, Indiana, Iowa. Michi¬ 
gan. Minnesota, and Wisconsin: (3) from 
Spencer. Iowa, to points in Illinois. In¬ 
diana, Michigan and Minnesota; and 
(4) from FoM Dodge, Iowa, to points in 
Illinois, Indiana. Michigan, and Minne¬ 
sota. restricted to the transportation of 
traffic originating at the plant sites and 
storage facilities of Spencer Foods, Inc. 
and destined to points in the respective 
above-named destination states. 

Notx—I f a hearing Is deemed necessary, 
the applicant requeau it be held at either 
Minneapolis, Minn., or Omaha. Nebr. 

No MC 61403 (Sub-No 244». filed May 
31. 1977. Applicant THE MASON AND 
DIXON TANK LINES. INC., Highway 
11-W, P.O. Box 969. Kingsport. Tennes¬ 
see 37662 Name of Representative: Mr. 
W. C. Mitchell, 8uite 1201, 370 Lexing¬ 
ton Avenue, New York, N.Y. 10017 Au¬ 
thority sought to operate as a common 
carrier . by motor vehicle, over irregular 
routes, transporting Acids. Chemicals. 
Alcohol. Denatured Alcohol Solvents 
and Polyethylene Resins, in tank or hop¬ 
per type vehicles, from Tuscola. Illinois, 
to points in the United States on and east 
of U S. Highway 85. and points In Utah. 

Notx —Common control may be involved. If 
a hearing is deemed necessary, the appUcant 
requests that it be held at either Indianap¬ 
olis, Ind. or Chicago, IU. 

No MC 62162 <Sub-No. 8). filed May 
25. 1977. Applicant: Dave Campbell, 
d.b.a. Campbell Truck Line. Lake City. 


Iowa 51449. Applicant's representative: 
Larry D. Knox. 600 Hubbell Building, 
Des Moines, Iowa 50309. Authority sought 
to operate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: detasseiing machines, loading equip¬ 
ment and harvesting machines on ship¬ 
per-owned trailers, between Iowa, Illi¬ 
nois. Kansas. Missouri, Nebraska, and 
Texas. 

Not*. —If a hearing is deemed necessary, 
applicant request* that It be held at either 
Des Moines, Iowa or Omaha. Nebraska. 

No MC 67121 (Sub-No. 9> filed May 
18. 1977. Applicant: HARP TRANSPOR¬ 
TATION LINE, a Corporation, P.O. Box 
1159, St. Joseph. Missouri 64502. Appli¬ 
cant’s representative: John H. Lewis, 
The 1650 Grant Street Building, Den¬ 
ver. Colorado 80203. Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: general commodities (except those 
of unusual value. Classes A and B ex¬ 
plosives. household goods as defined 
by the Commission, commodities in bulk, 
and those requiring special equipment >: 
Between Rangely, Colorado and Dino¬ 
saur. Colorado, serving all intermediate 
points: From Rangely. Colo., over Colo¬ 
rado Highway 64 to Dinosaur, Colo., and 
return over the same route. 

Not*. —Common control may be Involved. 
If a hearing is deemed neceasary. Applicant 
requests that it be held at Denver, Colorado. 

No. MC 78228 (Sub-No. 63> (partial 
correction) filed May 4, 1977, published 
in the Federal Register issue of June 9. 
1977. and republished as corrected this, 
issue. AppUcant: J MILLER EXPRESS. 
INC., 962 Greentree Road. Pittsburgh. 
Pa. 15220. Applicant's representative: 
Henry M. Wick. Jr.. 2310 Grant Bldg.. 
Pittsburgh. Pa. 15219. 

Not*. —The purpose of this partial re pub¬ 
lication la to indicate applicant's correct 
docket number a* MC 78228 i Sub-No. 63) 
In lieu of MC 78228 < Sub-No. 41) as was pre¬ 
viously published The rest of the publica¬ 
tion remains a* previously published. 

No. MC 83835 (Sub-No. 143>. filed May 
27. 1977. Applicant: WALES TRANS¬ 
PORTATION. INC.. P.O. Box 6186. Dal¬ 
las. Tex. 75222. Applicant's representa¬ 
tive: James W. Hightower. 136 Wynne- 
wood Prof. Bldg., DaUas, Tex. 75224, Au¬ 
thority sought to operate as a common 
carrier, by motor vehicle, over irregular 
routes, transporting: (1) Plastic pipe, 
aluminum, aluminum pipe, and machin¬ 
ery. from Spokane, Wash., to points in 
the United States in and east of 
New Mexico. Colorado, Nebraska. South 
Dakota, and North Dakota: and <2> 
metal building materials and supplies, 
from Denver. Colo., and Minneapolis, 
Minn., to points in the United States in 
and east of New Mexico. Colorado. Ne¬ 
braska, South Dakota, and North Da¬ 
kota: and (3) steel used in the manu¬ 
facture of metal building materials and 
supplies, frohn Spokane and Tacoma. 
Wash., to Denver. Colorado and Minne¬ 
apolis. Minn. 


Not*. —If a hearing is deemed necessary, 
the applicant requests that It be held at Dal¬ 
las. Tex. 

No. MC 86247 (Sub-No. 10). filed May 
25. 1977. Applicant: L C. L. INTERNA¬ 
TIONAL CARRIERS. LIMITED, 1333 
College Avenue, Windsor. Ontario. Can¬ 
ada N9C3Y9. Applicant's representative: 
Joseph P Allen. 7701 W. Jefferson. De¬ 
troit. Mich. 48209. Authority sought to 
operate as a common carrier . by motor 
vehicle, over irregular routes, transport¬ 
ing: Nephelinc Syenite, in bulk in dump 
or hopper bottom vehicles, from the 
ports of entry on the International 
Boundary line between the United States 
and Canada, located at Detroit and 
Port Huron. Mich., to Toledo. Ohio, re¬ 
stricted to the transportation of foreign 
commerce originating at Blue Mountain 
and Nephton. Ontario, Canada. 

Nor*.—Common control may be Involved 
If a hearing I* deemed necessary, applicant 
requests It be held at Detroit, Mich., or 
Washington, DC. 

No. MC 89697 (Sub-No. 30>. filed May 
31. 1977. Applicant: KRAJACK TANK 
LINES, INC., 480 Westfield Avenue. 
Roselle Park, NJ. 07204. Applicant’s 
representative: Morton E. Kiel. Suite 
6193. 5 World Trade Center, New York. 
N.Y. 10048. Authority sought to operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting 
Aluminum chlorohydrate, in bulk, from 
Middletown. N.Y.. to St. Louis. Mo 
Franklin. Ky.. and Cincinnati. Ohio. 

Not*.— If hearing la deemed necessary. ap¬ 
pUcant request* that it be held at New York. 
N.Y. 

No. MC 95540 (Sub-No. 982). filed May 
23. 1977. Applicant: WATKINS MOTOR 
LINES. INC.. 1144 West Griffin Road. 
P.O. Box 1636, Lakeland, Florida 33802 
Applicant's representative: Bcnly W 
Fincher (same address as applicant). 
Authority sought to operate as a com¬ 
mon carrier , by motor vehicle, over 
irregular routes, transporting: Floor 
sweeping compounds and absorbents 
(except in bulk) (1) From the facilities 
of the Oll-Dri Corporation of America 
located at or near Ripley. Miss., to points 
in Alabama. Arkansas. Colorado. Dela¬ 
ware. Florida. Georgia, Illinois (except 
Chicago). Indiana. Iowa. Kansas. Louisi¬ 
ana. Maryland. Massachusetts. Minne¬ 
sota. Missouri (except St. Louis), Ne¬ 
braska, New Jersey, New York. North 
Carolina. Ohio, Oklahoma. Pennsylvania 
South Carolina. South Dakota. Texas. 
Virginia. West Virginia, Wisconsin, and 
the District of Columbia and (2) from 
the facilities of the Oil-Dri Corporation 
of America, located at or near Ochlock- 
nee. Ga., to points in Arkansas. Colorado. 
Delaware. Illinois. Iowa. Indiana (except 
Richmond. Gary, and Hammond and 
points in their respective commercial 
tones), Kansas, Kentucky. Louisiana 
Maine. Maryland. Michigan, Minnesota. 
Missouri. Nebraska. New Hampshire 
New Jersey. New York, Ohio. Oklahoma. 
Pennsylvania, Texas, Vermont. West 
Virginia, and Wisconsin. 
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Note.—C ommon control may bo involved. 
If a hewing is deemed necessary, applicant 
requests it be held at either Chicago. 
Washington. DC. or Tampa. Kla. 

Docket No. MC 95876 < Sub-No. 200). 
filed May 26. 1977. Applicant: ANDER¬ 
SON TRUCKINO 8ERVICE. INC.. 203 
Cooper Ave. North. St. Cloud. Minn. 
56301. Applicant’s representative: Don¬ 
ald A. Morkcn. 1000 First National Bank 
Bldg.. Minneapolis, Minn. 55402 Author¬ 
ity sought to operate as a common 
carrier, over irregular routes, transport¬ 
ing: (1) Tractors ; <2> agricultural im¬ 
plements a?id farm machinery: <3> parts , 
attachments, and accessories, for trac¬ 
tors, farm machinery, and agricultural 
implements; (4> equipment designed for 
use with tractors; and <5> equipment, 
materials, and supplies used in the 
manufacture and distribution of the 
commodities named in (1), <2). (3). and 
• 4). between Winneconne and Neonah. 
Wis, on the one hand, and points in the 
United States (except Alaska and 
Hawaii), on the other. 

Note — Common control may bo Involved. 
If a hearing la deemed necessary, applicant 
requests it be held at Washington. D.C.. or 
Minneapolis. Minn. 

Docket No. MC 95876 (Sub-No. 201 >, 
fUed May 31, 1977. Name of carrier; 
ANDERSON TRUCKINO SERVICE. 
INC.. 203 Cooper Avenue North, St. 
Cloud. Minn. 56301. Applicant's repre¬ 
sentative: Robert D. Gisvold. 1000 First 
Nntlon&l Bank Bldg.. Minneapolis. Minn. 
55402. Authority sought as a common 
carrier, by motor vehicle, over irregular 
routes, in the transportation of: Pipe, 
cable, conduit, wire, and strip steel and 
attachments therefor, from Glendale 
Marshall County). W. Va.. to points in 
Illinois, Indiana. Iowa. Kansas, Minne¬ 
sota. Missouri. Nebraska. North Dakota, 
Oklahoma, South Dakota, Texas, and 
Wisconsin. 

Note —Common control may be Involved. 
If a hearing U deemed necessary, applicant 
requests It be held at Washington. D C 

No. MC 98327 ( 8ub-No. 23) (correc¬ 
tion*. filed April 27. 1977. published in 
the Federal Register issue of June 3. 
1977. republishe d as corrected tills issue. 
Applicant: SYSTEM 99. a corporation, 
8201 Edgewater Drive, Oakland. Calif. 
94621. Applicant's representative: 
Michael J. O'Neill (same as applicant). 
Authority sought to operate as a common 
carrier , by motor vehicle, over regular 
routes, transporting: General commodi¬ 
ties (except those of unusual value, 
Classes A and B explosives, commodities 
In bulk, household goods as defined by 
the Commission, and commodities re¬ 
quiring special equipment) : (1) Between 
Redding. Calif., and Eugene. Oreg.: 
jrom Redding over Interstate Highway 5 
to Eugene and return over the same 
route; f2> between Portland. Oreg.. and 
Klamath Falls, Oreg.; from Portland 
0% M Imer8tate 5 to its junction 

vith Oregon State Highway 62. thence 
over Oregon State Highway 62 to its 
Junction with Oregon State Highway 140, 
tncuce over Oregon 8tate Highway 140 


to Its Junction with U.8. Highway 97. 
thence over U.S. Highway 97 to Klamath 
Falls and return over the same route, as 
alternate routes for operating conven¬ 
ience only, serving no intermediate 
points. 

Note.—C ommon control may be Involved. 
If a hearing is deemed necessary, the appli¬ 
cant requests It be held at either San Fran¬ 
cisco, Calif., or Reno. Nev. The purpose of this 
republlcation Is to eliminate the phrase “and 
serving the termini for purposes of joinder 
only** from the previous publication. 

No. MC 99498 (Sub 5). filed May 4. 
1977. Applicant: JIMMY STEIN MOTOR 
LINES, INC.. P.O. Box 2286, Mobile. Ala. 
36601. Applicant's representative: J, 
Douglas Harris. 1406 Union Bank Tower, 
Montgomery, Ala. 36104. Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular routes, in 
the transportation of general commodi¬ 
ties (except commodities in bulk, explo¬ 
sives and household goods as defined by 
the Commission); (1 > Between the plant 
site of MacMillan Bloedel. Inc., at or near 
Pine Hill. Ala., and Meridian. Miss., over 
Alabama State Highway No. 10 and Mis¬ 
sissippi State Highway No. 19. serving all 
intermediate points and the off-route 
point of Naheola. Ala. Restricted against 
any tacking. (2) Between Mobile and 
Selma. Ala., over U.S. Highway 43 and 
Alabama State Highways 5 and 22. serv¬ 
ing all intermediate points, and author¬ 
izing service to the off-route points of 
Dixon Mills, Sweetwater. Morvln, and 
Fulton, Ala. (3) Between Mobile and Sel¬ 
ma, Ala., over U.S. Highway 45 through 
Deer Park; thence over Alabama State 
Highway 17 to the intersection oT U.S. 
Highway 80; thence over U.S. Highway 
80 to Selma, Ala., serving all intermedi¬ 
ate points and off-route points of Coa- 
topa, Choctaw, Livingston. Myrtlcwood. 
Pennington, York, and the plant site of 
American Can Company at Naheola, Ala. 
(except no shipment of less than 5,000 
pounds may be handled to and from Mos¬ 
cow. Coatopa, York. Livingston, and Bel¬ 
lamy. Ala. (4) Between Butler. Ala., and 
Pine Hill. Ala., over Alabama Highway 
No. 10. serving all intermediate points. 
<6> Between a point beginning near Nan- 
4ifalia, Ala,, thence north to Linden. Ala., 
over Alabama Highway No. 69 and UB. 
Highway 43, thence eastward over Ala¬ 
bama Highway No. 28, to a point 6 miles 
cast of Thomaston, Ala., thence over 
Alabama Highway No. 66 to Stafford. 
Ala., serving all Intermediate points. (fl> 
Between Linden. Ala., and Dcmopolis, 
Ala,, over U.S. Highway 43 (except no 
service will be rendered between Dcmo¬ 
polis and Selma, Ala., via Linden, Ala. 
(7) Between Saraland. Ala., over Mobile 
County Highway No. 41 to its junction 
with the U.S. Highway No. 45. serving 
all intermediate points. <8k Between 
Wagerville. Ala., and Chatom. Ala., over 
Alabama State Highway No. 56. serving 
all intermediate points, and the off-route 
points of Surginer, Magnolia, Lower 
Peach Tree, Whatley. Gosport, Pope. Us¬ 
man, Cromwell. Lavaca. Mt. Sterling, and 
Dickerson. (9) Between SUas. Ala., and 


the site of the Jackson Lock and Dam 
located near U.S. Highway No. 84 and 
return. (10) Between McIntosh, Ala., 
and Citronelle, Ala., over County High¬ 
way No. 35 and return serving all inter¬ 
mediate points. (11) Between Mt. Ver¬ 
non, Ala., and Citronelle, Ala., over 
County Highway No. 96 and return serv¬ 
ing all Intermediate points. (12) Between 
Silas. Ala., and Grove Hill. Ala., over U.S. 
Highway 84 and return serving all in¬ 
termediate points. (13) From Gilber- 
town, Ala., on Alabama Highway No. 17 
to Water Valley and Melvin, Ala., over 
County Highway No. 14 to County High¬ 
way No. 18 back to Alabama State High¬ 
way No. 17 making Needham. Eiler, 
Gouguelossa, and Land. Ala. (14) Be¬ 
tween Pine Hill. Ala., and the plant site 
of MacMillan Bloedel. Inc., near Pine 
Hill. Ala., over Alabama Highway No. 10, 
to be tacked at Pine Hill, Ala., with ex¬ 
isting authority. (15) Between Chatom, 
Ala., and the plant site of Phillips Petrol¬ 
eum Co., Chatom Plant, over Alabama 
State Highway No. 56 approximately 9 
miles west of Chatom, to be tacked at 
Chatom with existing authority. Irregu¬ 
lar routes: (16) Voting machines be¬ 
tween points in Mobile County. Ala. 

Note —This application to made to convert 
Certificate of Registration No, MC 99498. 
Sub-Nos. i, 2. 3. and 4 now held by applicant. 
Jimmy Stein Motor Lines. Inc., to a certificate 
of public convenience and necessity and in 
addition thereto extend service to Meridian, 
MUa.. as described in paragraph !. If a hear¬ 
ing to deemed necessary, the applicant re¬ 
quests it be held at either Montgomery or 
Mobile. Ala. 

Docket Number MC 99565 (Sub-No. 
15) (correction), filing date May 18. 
1977, published in the Federal Register 
issue of June 23.1977, republished as cor¬ 
rected this issue. Applicant: FORE WAY 
EXPRESS. INC.. 204 S. Beilis Street. 
Wausau. Wis. 54401. Applicant's repre¬ 
sentative: Nancy J. Johnson. 4506 Re¬ 
gent Street. Suite 100. Madison, Wis. 
53705. Authority sought to operate as a 
common carrier . by motor vehicle, over 
regular routes, transporting: General 
commodities (except those of unusual 
value. Class A and B explosives, house¬ 
hold goods as defined by the Commis¬ 
sion. commodities In bulk, and those re¬ 
quiring special equipment) serving Mole 
Lake. Wis,. and points in the towns of 
Nashville, Lincoln, and Crandon, Forest 
County. Wis., and the town of Ainsworth. 
Langlade County. Wis.. as off-route 
points in connection with applicant's 
present authorized regular route opera¬ 
tions. 

Not*.—T he purpose of thto republlcation 
to to correct the territorial description. If a 
hearing to deemed necessary, the applicant 
request* it be held at Milwaukee or Madison. 
WU., or Minneapolis or St. Paul, Minn. 

No. MC 100666 (Sub-No. 347) filed 
May 23. 1977. Applicant: MELTON 
TRUCK LINES. INC.. PO. Box 7666. 
Shreveport, La. 71107. Applicant's rep¬ 
resentative: Wilburn L. Williamson. 280 
National Foundation Life Building, 3535 
NW. 58th Street. Oklahoma City. Okla. 


FEDERAL RIGISTIR. VOl. 42, NO 131—FRIDAY, JULY •. 197 7 






35252 


NOTICES 


73112. Authority sought to operate as a 
common carrier . by motor vehicle, over 
irregular routes, transporting: Floor 
sweeping compounds and absorbents 
<except commodities in bulk), from the 
facilities of Oil-Dri Corp, of America, 
located at or near Ochlocknee. Ga., to 
points in Iowa, Kansas. Missouri, and 
Texas, restricted to shipments originat¬ 
ing at the above described facilities. 

Non,—If a hearing Is deemed necessary, 
applicant requests it be held at Chicago. Ill. 

No. MC 106398 <8ub-No. 774). filed 
May 23. 1977. Applicant: NATIONAL 
TRAILER CONVOY. INC., 525 South 
Main. Tulsa, Okla. 74103. Applicant's 
representative: Irvin Tull, Traffic Man¬ 
ager. 525 South Main, Tulsa. Okla. 74103. 
Authority sought to operate as a common 
carrier . by motor vehicle, over irregular 
routes, transporting: Plywood, paneling , 
hardboard , composition board, lumber . 
and lumber products from Camden, 
N.J., Philadelphia, Pa.. Baltimore. Md.. 
Charleston, S.C., New Oreleans, La., 
Jacksonville. Fla , and Savannah. Ga„ to 
points in the United States in and east 
of the states of Montana, Wyoming. 
Colorado, and New Mexico. 

Not*. —Common control may be Involved. 
If * hearing Is deemed necessary, applicant 
requests it be held at New York. N Y. 

MC 106674 < Sub-No. 236) filed May 26. 
1977. Applicant: SCHILU MOTOR 
LINES. INC.. P.O. Box 123, Remington. 
Ind. 47977. Applicant’s representative: 
Linda J. Sundy (same address as appli¬ 
cant) . Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: Construe- 
tion materials (except commodities in 
bulk). from the plantslte and warehouse 
facilities of the Johns-Manville Sales 
Corp.. located at or near Natchez, Miss., 
to the plantslte and warehouse facilities 
of the Celotex Corp., located at or near 
Elizabethtown, Ky. Restricted to ship¬ 
ments originating at and destined to 
points as named above. 

Not*. —If a hearing U deemed necessary, 
applicant requests it be held In either Chi¬ 
cago, XU., or Indianapolis, Ind. 

DockcrNo. MC 107012 (Sub-No. 239), 
filed May 31. 1977. Applicant: NORTH 
AMERICAN VAN LINES. INC., Lincoln 
Highway East and Meyer Rood. P.O. Box 
988, Fort Wayne. Ind. 46801. Applicant’s 
representatives: David D. Bishop (same 
address as applicant). Authority sought 
to operate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: (1) Toys and games, from the plant- 
site and storage facilities of Ideal Toy 
Co., located at or near Newark. N.J.. to 
Atlanta, Ga.. Dallas. Tex., Chicago, Ill., 
and Las Vegas. Nev., and (2) Sporting 
goods and recreational and physical fit¬ 
ness equipment, toys and games . from 
Carson. Compton, and Dominquez. Calif., 
to points in the United States (except 
Alaska and Hawaii). 

Nor*.—Common control may be involved. 
If a hearing is deemed necee&ary, applicant 
requests that It be he d at either Chicago, 
nt . or Washington. D.C. 


No. MC 107403 (Sub-No. 1019). filed 
May 26. 1977. Applicant: MATLACK, 
INC., Ten West Baltimore Avenue, Lans- 
downe. Pa. 19050. Applicant’s representa¬ 
tive: Martin C. Hynes. Jr. (same address 
as above). Authority sought to operate as 
a common carrier , over irregular routes, 
transporting: Plastics and rubber com¬ 
pounds. in bulk, in tank vehicles, from 
Dycrsburg. Tenn., to points in the United 
States (except Alaska and Hawaii). 

Not*. —Common control may be Involved. 
If * hearing is deemed necessary, the appli¬ 
cant requests it be held in Washington. D.C. 

No. MC 107496 (Sub-No. 1085). filed 
May 27, 1977. Applicant: RUAN TRANS¬ 
PORT CORP., 3200 Ruan Center, 666 
Grand Avenue. Des Moines. Iowa 50309. 
Applicant’s representative: E. Check. 
P.O. Box 855, Des Moines, Iowa 50304. 
Authority sought to operate as a common 
carrier . by motor vehicle, over irregular 
routes, transporting: CD Fly ash. in bulk, 
from points in Pike County, Ind., to 
points in Illinois, Kentucky. Arkansas, 
and Tennessee: and (2) Crushed gypsum 
rock. in bulk, in dump vehicles, from 
Sperry, Iowa, to points in Missouri 

Not*. —Common control may be involved. 
If a hearing Is deemed necessary, the appli¬ 
cant requests that It be held at either St. 
Louis. Mo., or Chicago. 1U. 

No. MC 107515 (Sub-No. 1081), Filed 
May 26, 1977. Applicant: REFRIG¬ 

ERATED TRANSPORT CO.. INC.. P.O. 
Box 308. Forest Park. Ga. 30050. Appli¬ 
cant’s representative: Alan E. Serby. 3379 
Peachtree Road NE., 8ulte 375. Atlanta, 
Ga. 30326. Authority sought to operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting: 
Foodstuffs, in vehicles equipped with me¬ 
chanical refrigeration, from the facilities 
of Food Products. Inc., located at or near 
Greenville. S.C., to the facilities of Jeno’s, 
Inc., located at Duluth, Minn., and Su¬ 
perior, Wis. 

Not* .—Applicant holds contract carrier au¬ 
thority in MC 126436 (8ub-No. 2) and other 
sub*, therefore dual operations may be in¬ 
volved. If a hearing la deemed necessary. the 
applicant requests that It be held at Duluth, 
Minn. 

No. MC 108341 (8ub-No. 62). filed May 
31. 1977. Applicant: MOS8 TRUCKING 
CO.. INC., 3027 N. Tryon 8t.. P.O. Box 
8409. Charlotte. N.C. 28208. Applicant's 
representative: Morton E. Kiel, 8uite 
6193, 5 World Trade Center. New York. 
N.Y. 10048 Authority sought to operate 
as a common carrier. by motor vehicle, 
over irregular routes, transporting: Yard 
tractors. between Lyons, Ill., on the one 
hand, and, on the other, points in Ala¬ 
bama. Connecticut, Delaware. District of 
Columbia. Florida, Georgia, Indiana. 
Kentucky, Louisiana. Maine. Maryland, 
Massachusetts. Mississippi. New Hamp¬ 
shire, New Jersey. New York, North Caro¬ 
lina, Ohio. Pennsylvania. Rhode Island, 
South Carolina. Tennessee, Vermont, 
Virginia, and West Virginia, 

Not* —Common control may be involved 
If a hearing Is deemed iicceMary. applicant 
requests It be held at Washington, D C 


No. MC 109825 (Sub-No. 11), filed June 
2. 1977. Applicant: MASHKIN FREIGHT 
LINES. INC., 64 Oakland Avenue. East 
Hartford, Conn. 06108. Applicant's repre¬ 
sentative: Gerald A. JoselolT, 80 State 
Street. Hartford. Conn. 06103. Authority 
sought to operate as a common carrier by 
motor vehicle, over Irregular routes, 
transporting: bakery products , from the 
facilities of First National 8tores. Inc . 
located at East Hartford. Conn., to points 
in Maine, New Hampshire, and Vermont 

Not*.—I f a hearing is deemed necessary, 
applicant requests It be held at Hanford. 
Coon., or Washington, D.C. 

No. MC 111401 (Sub-No. 488) (partial 
correction), filed May 10.1977, published 
in the Federal Register issue of June 16. 
1977. as No. MC 111401 (Sub-No. 448), 
and republished as corrected this issue 
Applicant: GROENDYKE TRANS¬ 

PORT, INC., 2510 Rock Island Boule¬ 
vard. P.O. Box 632, Enid. Okla. 73701. 
Applicant’s representative: Alvin L 
Hamilton (same address as applicant) 
The purpose for this partial correction 
is to indicate the correct docket number 
as No. MC 111401 (Sub-No. 488) in lieu 
Of No. MC 111401 (Sub-No. 448) which 
was published in error. The rest of the 
publication remains the same. 

No. MC 111545 (Sub-No. 237). filed 
May 31.1977. Applicant: HOME TRANS¬ 
PORTATION CO., INC., P.O. Box 6426. 
Station A. Marietta. Ga. 30067. Appli¬ 
cant’s representative: Robert E. Born 
(same address as applicant). Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular route?, 
transporting (J) Heat exchangers or 
equalizers for air. gas. or liquids: (2) ma¬ 
chinery and equipment for heating, cool¬ 
ing. conditioning , humidifying , dehu- 
midifying. and moving of air , gas. or 
liquids; and (3) parts, attachments , and 
accessories for use in the installation and 
operation of (J) and (2) above, from the 
plant and warehouse facilities of Trane 
Co., in or near Fayette County. Ky., to 
points in Alabama. Arkansas. Florida 
Georgia. Illinois. Iowa, Kansas. Louisi¬ 
ana, Minnesota, Mississippi Missouri, 
Nebraska. North Carolina. Oklahoma, 
South Carolina, Texas, and Wisconsin 

Ncrr*—If a hearing 1* deemed necessary 
applicant request* that It be held at Lexing¬ 
ton or Louisville, Ky.. or Washington. D C. 

No. MC 111729 (Sub-No. 704), filed 
May 23. 1977. Applicant: PUROLATOR 
COURIER CORP.. 3333 New Hyde Park 
Road. New Hyde Park. N.Y. 11040. Appli¬ 
cant’s representative: Elizabeth L 
Henoch (same address as applicant) . Au¬ 
thority sought to operate as a common 
carrier . by motor vehicle, over irregular 
routes, transporting : Cardiac Pacemak¬ 
ers. related accessories, instruction book¬ 
lets. specification sheets and identifica¬ 
tion charts: Between Freeport and Hous¬ 
ton, Tex., on traffic having an Immedi¬ 
ately prior or subsequent movement by 
air 

Not*. — Applicant holds motor contrac: 
carrier authority in No. MC 112750 and tub* 
thereunder, and therefor© duAl operations 
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may be involved. Common control may also 
be Involved. If a hearing la deemed necessary. 
Applicant requests that it be held at Hous¬ 
ton. Texas or Washington. D C. 

No. MC 112184 (Sub-No. 54). filed 
May 31. 1977. Applicant THE MAN- 
FREDI MOTOR TRANSIT COMPANY, 
A Corporation. 11250 Kinsman Road. 
Newberry, Ohio 44065. Applicant's repre¬ 
sentative: John P. McMahon, 100 East 
Broad Street. Columbus. Ohio 43215. 
Authority sought to operate as a contract 
carrier, by motor vehicle, over irregular 
routes, transporting: paint and point 
products, In bulk. In tank vehicles from 
Cleveland, Ohio to Ports of Entry on the 
International Boundary Line between 
the United 8tates and Canada, located 
at Detroit, Mich., and points which lie 
between Buffalo and Youngstown. New 
York, including Buffalo and Youngstown. 
New York for furtherance to the prov¬ 
ince of Ontario, Canada, under a con¬ 
tinuing contract or contracts with PPG 
Industries, Inc. 

Ncrm.— Applicant holds common carrier 
authority in No. MC 12S302 and subs there¬ 
under, therefore, dual opcrAtloni may bo in¬ 
volved. If a hearing la deemed necessary. Ap¬ 
plicant requests that It be held at either 
Columbus, Ohio or Washington, D C. 

No. MC 112520 (Sub-No. 340). filed 
June 1, 1977. Applicant: McKENZIE 
TANK LINES. INC.. P O. Box 1200, 
Tallahassee, Fla. 32302. Applicant's Rep¬ 
resentative: Thomas P. Panebianco 
♦same address as Applicant). Authority 
sought to operate as a common carrier, 
by motor vehicle, over Irregular routes, 
transporting: Chemicals, in bulk, from 
the site of Alpine Laboratories located in 
Baldwin County. Ala., to points in the 
United States (except Alaska and 
Hawaii). 

Not*.— C ommon control may be Involved. 
If a hearing la deemed necessary. applicant 
requests that It be held at Atlanta. Ga. 

No. MC 112588 (Sub-No. 24). filed 
May 23. 1977. Applicant: RUSSELL 
TRUCKING) LINE. INC., 2011 Cleveland 
Road. 5andusky ( Ohio 44870. Applicant's 
representative: John P. McMahon. 100 
East Brood 8trect, Columbus, Ohio 43215. 
Authority sought to operate as a com¬ 
mon carrier , by motor vehicle, over Ir¬ 
regular routes, transporting: Gypsum, 
ovpsum products, building materials and 
materials and supplies used in the manu¬ 
facture. installation or distribution 
thereof between the plantsite and facili¬ 
ties of the United States Gypsum Com¬ 
pany located at River Rouge, Michigan, 
on the one hand. and. on the other, 
points in Illinois. Indiana. Kentucky, 
Ohio. Pennsylvania, West Virginia and 
Wisconsin. 

Not*.— I f a hearing la deemed necessary, 
applicant requests it be held with aUnilar ap¬ 
plications. 

No. MC 113678 (Sub-No. 673). filed 
Mav 27, 1977. Applicant: CURTIS INC., 
WO Pontiac Street, Commerce City. 
Colo 80022. Applicant's representative: 
^chard A. Peterson. P.O. Box 81849, 
Lincoln. Nebr. 68501. Authority sought to 
operate as a common carrier , by motor 
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vehicle, over irregular routes, transport¬ 
ing: Printed matter, and materials, 
equipment and supplies used in the 
manufacture, sale and distribution of 
printed matter (except commodities In 
bulk), between Taunton. Mass.: Ham¬ 
mond and Indianapolis. Ind.: Versailles 
and Lexington. Ky.: Ossining. N.Y.: 
Nashville. Tenn.; and points in the 
Chicago. Ill. Commercial Zone, on the 
one hand, and. on the other, points in 
the United States (except Alaska and 
Hawaii). 

Nor*.—If a hearing la deemed necessary, 
applicant requests It be held on a consoli¬ 
dated hearing with similar applications at 
Chicago. Ill. 

No. MC 114211 ‘Sub-No. 305), filed 
May 25. 1977. Applicant: WARREN 
TRANSPORT. INC., P.O. Box 420. 
Waterloo, Iowa 50704, Applicant’s Rep¬ 
resentative: Daniel C. Sullivan, Suite 
1600. 10 South La Salle. Chicago. Illi¬ 
nois 60603. Authority sought to operate 
as a common carrier. over irregular 
routes, by motor vehicle, transporting: 
Treated lumber mill products from Jef¬ 
ferson County, Arkansas to points in 
Minnesota. Iowa, Kansas, Nebraska, 
South Dakota, and North Dakota. 

Nor*.—If a hearing la deemed necexaary. 
applicant request it be held at either Little 
Rock, Arkansas or Fort Smith, Arkansas. 

No. MC 114533 (Sub-No. 359), filed 
May 23. 1977. Applicant: BANKERS 
DI8PATCH CORPORATION. 1106 West 
35th St.. Chicago. Illinois 60609. Appli¬ 
cant's representative: Warren W. Wallin. 
1106 West 35th St.. Chicago, Illinois 
60609. Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: Exposed 
and processed film and prints . compli¬ 
mentary replacement film and incidental 
dealer handling supplies (except motion 
picture film and materials and supplies 
u*ed in connection wrh commercial and 
television motion pictures). between 
points In Salt Lake. Davis, and Weber 
Counties. Utah, on the one hand, and, 
on the other, points in Idaho. Colorado. 
Oregon and Wyoming. 

Nor*.—Applicant holds contract carrier 
authority in No. MC 128616 and subs there¬ 
under. therefore, dual operation! may be In¬ 
volved. If a hearing ts deemed necessary, ap¬ 
plicant requests It be held at Salt Lake City. 
Utah. 

No. MC 114552 (Sub-No. 129), filed 
May 31. 1977. Applicant: SENN TRUCK¬ 
ING COMPANY. A Corporation, P.O. 
Drawer 220. Newberry. S,C. 29108. Appli¬ 
cant’s representative: William P. Jack- 
son. Jr., 3426 North Washington Boule¬ 
vard. Post Office Box 1267. Arlington. Va. 
22210. Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: Plywood , 
paneling, ard composition board, from 
points in Orangeburg County. 8.C.. to 
points in the United States in and east 
of Wisconsin. Illinois. Kentucky, Ten¬ 
nessee, and Mississippi (except points In 
South Carolina). 

Not*.—I f a hearing is deemed necessary, 
applicant requests It be held at Charles¬ 
ton. SC. 


35253 


No. MC 114569 (Sub-No. 179) . filed 
MAy 18, 1977. Applicant: SHAFFER 
TRUCKING. INC.. P.O. Box 418. New 
Kingstown, Pa. 17072. Applicant's rep¬ 
resentative: N. L. Cummins (same ad¬ 
dress as applicant). Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: foodstuffs (except in bulk in tank 
vehicles) and articles manufactured for 
pets from the plantsites of Sanna Divi¬ 
sion, Beatrice Foods Co., located at or 
near Mcnomonie. Vesper, and Cameron. 
Wisconsin, and the storage facilities of 
Sanna Division, Beatrice Foods Co., lo¬ 
cated at or near Eau Claire and Wiscon¬ 
sin Rapids. Wisconsin to points in New 
York. Pennsylvania. Maryland. Dela¬ 
ware. New .’erev, Connecticut, Massa¬ 
chusetts, Vermont, New Hampshire. 
Rhode Island. Maine. Virginia, West Vir¬ 
ginia. Ohio and the District of Colum¬ 
bia. restricted to the traffic of Sanna Di¬ 
vision, Beatrice Poods Co., originating 
at the above origins and destined to the 
named destinations. 

Nor*.—Common control may be involved. 
If a hearing U deemed necessary, the appli¬ 
cant request* it be held at either Madison, 
Wisconsin or Washington. D C. 

No. MC 115162 <8ub-No. 367). filed 
May 26. 1977. Applicant: POOLE 

TRUCK LINE, INC.. Post Office Drawer 
500. Evergreen. Alabama 36401. Appli¬ 
cant's representative: Robert E. Tate 
(same address as applicant). Authority 
sought to operate as a common carrier. 
by motor vehicle, over irregular routes, 
transport*^: Lumber, between the ports 
of entry on the International Boundary 
Line between the United States and Can¬ 
ada, located at points in Michigan and 
New York, on the one hand, and, on the 
other, points in Arkansas. Georgia, Ken¬ 
tucky. Louisiana. Mississippi. Missouri, 
North Carolina. Oklahoma, South Caro¬ 
lina. Tennessee. Texas and Virginia. Re¬ 
stricted to traffic in foreign commerce. 

Not*.—I f a hearing U deemed necessary, 
the applicant requests It be held at either 
Detroit. Michigan or Washington. DC. 

No. MC 115162 (Sub-No. 368>. filed 
May 23, 1977. Applicant: POOLE 

TRUCK LINE, INC.. Poet Office Drawer 
500. Evergreen. Alabama 3C401. Appli¬ 
cant’s representative: Robert E. Tate 
(same address as applicant). Authority 
sought to operate as a common carrier . 
by motor vehicle, over Irregular routes, 
transporting: (1) Ground clay . floor 
sweeping compounds and absorbents (ex¬ 
cept in bulk) from the plantsite and 
warehouse sites of Oil-Dri Corporation 
of America located at or near Ochlock- 
nee. Georgia to points in the United 
States in and east of North Dakota. 
South Dakota. Nebraska, Kansas. Okla¬ 
homa and Texas; and (2) Floor sweep¬ 
ing compounds and absorbents (except 
in bulk> from the plantsite and ware¬ 
house sites of Oil-Dri Corporation of 
America located at or near Rio ley. Mis¬ 
sissippi to points in the United States In 
and east of North Dakota, South Dakota. 
Nebraska, Kansas. Oklahoma and Texas. 

Not*—I f a hearing U deemed necessary 
the applicant requests it be held at either 
Chicago, Illinois or Washington. DC, 
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No. MC 115648 (Sub-No. 28). filed 
May 31.1977. Applicant: LOCK TRUCK¬ 
ING, INC.. P.O. Box 278. Wheatland. 
Wyoming. 82201. Applicant’s representa¬ 
tive: Ward A. White. P.O. Box 568. Chey¬ 
enne, Wyoming 82001. Authority sought 
to operate a sa common carrier, by motor 
vehicle, over Irregular routes, transport¬ 
ing: Stone, from points in Platte 
County. Wyoming to those points in 
Texas which are (a) on and west of UB. 
Highway 75 (Interstate Highway 45) and 
south of UB. Highway 80 (Interstate 
Highway 20). and (b> on and north of 
U.8. Highway 80 (Interstate Highway 
20) and cast of UB. Highway 75 (Inter¬ 
state Highway 45>. 

Not*.—I f a hearing is deemed necessary, 
applicant requests it be held at either Chey¬ 
enne, Wyo.. or Denver. Colo. 

No. MC 115826 (Sub-No. 266). filed 
May 31. 1977. Applicant: W. J. DIOBY. 
INC., P.O. Box 5088 Terminal Annex, 
Denver, Colorado 80217. Applicant’s rep¬ 
resentative: Charles J. Kimball. 350 
Capital Life Center. 1600 Sherman 
Street, Denver. Colorado 80203. Author¬ 
ity sought to operate as a common car¬ 
rier. by motor vehicle, over Irregular 
routes, transporting: Meats , meat prod¬ 
ucts, meat bp-products and articles dis¬ 
tributed bp meat packinghouses (except 
hides and commodities in bulk), as de¬ 
fined in Sections A and C of Appendix I 
to the report in Descriptions in Motor 
Carrier Certificates 61 M.C.C. 209 and 
766. From the plant site and warehouse 
faculties of Wilson Foods Corporation 
at Albert Lea and Hopkins. Minnesota, 
and Cedar Rapids and Des Moines. Iowa 
to points in Arizona. California. Idaho. 
Nevada. Oregon. Utah, and Washington 
restricted to the transportation of traffic 
originating at the above named origins 
and destined to the named destination. 

Next* —Common control may be involved. 
If a hearing is deemed necessary, applicant 
requests it be held at Denver. Colo. 

No. MC 116014 <8ub-No. 82). fUed 
May 31. 1977. Applicant: OLIVER 

TRUCKINO COMPANY, tNC.. P.O. Box 
63. Winchester. Kentucky 40391. Appli¬ 
cant's representative: Louis J. Amato, 
PO, Box E, Bowling Green, Kentucky 
42101. Authority sought to operate as a 
common carrier . by motor vehicle, over 
irregular routes, transporting: (I) (a) 
Materials . supplies and equipment (ex¬ 
cept commodities in bulk, in tank ve¬ 
hicles) used in the processing, packing, 
storing, handling and marketing of to¬ 
bacco. and (b) unmanufactured tobacco 
when moving on the same vehicle at the 
same time with the commodities de¬ 
scribed above, between points in Florida, 
Georgia, Kentucky Maryland. Missouri, 
North Carolina, New Jersey, Ohio, South 
Carolina. Tennessee, Virginia, and West 
Virginia. (2) Homogenized tobacco , (a) 
from Louisville, Ky. to Petersburg. Vir¬ 
ginia and Macon, Georgia, (b) From 
HopeweU. Virginia, to LouisvUle, Ken¬ 
tucky. (c) From 8potswood. New Jersey 
to Petersburg, Virginia and Macon. 
Georgia. 

Nor*.—If a heating la deemed necessary, 
applicant requests It be beld with similar 
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applications at either Raleigh. N.C., or Wash¬ 
ington. DC. 

No. MC 116725. (Sub-No. 23), filed 
June 1. 1977. Applicant: INDIAN VAL¬ 
LEY ENTERPRISES, INC., 855 Maple 
Avenue, Harleysville, Pa. 19438. Appli- 
cant’s representative: John W. Frame. 
P.O. Box 626, 2207 Old Gettysburg Road, 
Camp Hill, Pa. 17011. Authority sought 
to operate os a common carrier . by motor 
vehicle, over irregular routes, transport¬ 
ing: Foodstuffs . between the plontsitea 
or facilities of Keller Creamery Co. (a 
division of Beatrice Poods Co.) located at 
or near Somerset. Pa., on the one hand, 
and. on the other, points in Pennsyl¬ 
vania. New York, New Jersey. Delaware, 
Maryland. Virginia, West Virginia, 
Maine. New Hampshire. Vermont. Con¬ 
necticut, Massachusetts, Rhode Island, 
and the District of Columbia. 

Not*.—I f a hearing U deemed necessary, 
the applicant requests it bo held at Harris¬ 
burg, Pa. 

No. MC 116849 (Sub-No. 4). filed 
May 31. 1977. Applicant: ISLAND 

TRANSPORTATION CORP., 299 Main 
Street, Westbury, N.Y. 11590. Applicant’s 
representative: Arthur J. Piken, One 
Lefrak City Plaza. Flushing. N.Y. 11368. 
Authority sought to operate as a common 
carrier . by motor vehicle, over irregular 
routes, transporting: Jennite J-16 (a 
coal tar emulsion) in bulk from South 
Windsor, Conn, to Maine, New Hamp¬ 
shire, Vermont, Rhode Island. Connecti¬ 
cut, Massachusetts. New York, New Jer¬ 
sey, Pennsylvania, Virginia. Maryland, 
North Carolina, South Carolina. West 
Virginia and the District of Columbia. 

Not*. — If a heating la deemed necessary, 
the applicant requests It to be held at Cleve¬ 
land. Ohio or New York. N.Y 

Docket number: MC 117370 (Sub-No. 
29>. filed May 27. 1977. Applicant: 
STAFFORD TRUCKING. INC.. 2155 
Hollyhock Lane. Elm Grove. Wts. 53122. 
Applicant's representative: Nancy J. 
Johnson. 4506 Regent Street. Suite 100, 
Madison. Wls. 53705. Authority sought 
to operate as a common carrier , by motor 
vehicle, over irregular routes, transport¬ 
ing: Silica products, from South Wind¬ 
sor. Conn, and points in New London 
County, Conn., to points in Delaware, 
Indiana. Maine. Michigan. Maryland. 
Massachusetts. New Hampshire. New 
Jersey. New York, Ohio, Pennsylvania, 
Rhode Island. Vermont and Virginia. 

Not*. —Common control may ho involved. 
If a hearing is deemed necessary, the appli¬ 
cant requests it be held at either Madison or 
Milwaukee, Wls., or Chicago, III 

No. MC 118159 <Sub-No. 213). filed 
June 1.1977, Applicant: NATIONAL RE¬ 
FRIGERATED TRANSPORT. INC., P.O. 
Box 51366, Dawson Station, Tulsa. OK 
74151. Applicant’s representative: War¬ 
ren Taylor (same address as applicant). 
Authority sought to operate as a common 
carrier, by motor vehicle, over irregular 
routes, transporting: Picture frames . 
plastic products . and related advertising 
materials and supplies, from Worcester. 
Mass, to points in the United States (ex¬ 
cept Alaska. Connecticut. Hawaii. Maine. 


Massachusetts, New Jersey, New York. 
Rhode Island, and Vermont). 

Not*. —Common control may be Involved 
If a hearing is deemed necessary, the appli¬ 
cant requests that it be held at Chicago. Ill 

No. MC 118959 (Sub-No. 149), filed 
May 31. 1977. Applicant: JERRY LIPPS. 
INC.. 130 8. Frederick 8t. Cape Girar¬ 
deau, MO 63701. Applicant s representa¬ 
tive: Robert M. Pearce. P.O. Box 1111. 
Bowling Green. KY 42101. Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting: Plywood; paneling; gyp¬ 
sum board; composition board; and 
molding from the facilities of Pan-Amer¬ 
ican Gyro-Tex Company lo;ated at or 
near Jacksonville, Fla., to points in the 
United States in and east of Minnesota. 
Iowa. Nebraska, Kansas, Oklahoma and 
Texas. 

Not*.— Applicant holds contract carrier au¬ 
thority in No. MC 125634. therefore dual 
operations may be involved. Common con¬ 
trol may also be Involved. If a hearing U 
deemed necessary, the applicant requests that 
it be held at either Jacksonville. PI. or Wash¬ 
ington, DC. 

No. MC 119226 (correction) (Sub-No. 
99). filed May 5, 1977. published in the 
Federal Register issue of June 16, 1977. 
republished as corrected this issue. Ap¬ 
plicant: LIQUID TRANSPORT CORP 
3901 Madison Avenue, Indianapolis, Ind 
46227. Applicant’s representative: Robert 
W. Loser. 1009 Chamber of Commerce 
Bldg.. Indianapolis. Ind. 46204. Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting: Com products and blonds 
thereof , in bulk, in tank vehicles, from 
Indianapolis, Ind.. to points in Illinois 
Iowa. Indiana, Kentucky, Michignn 
Ohio, Pennsylvania, Tennessee. Wiscon¬ 
sin. and West Virginia, restricted again..: 
the transportation of traffic originating 
at the fa ilitlcs of National Starch and 
Chemical Corporation, at Indianapolis 
Indiana. 

Not*. —The purpose of this repubUcatlon Ls 
to correct the territorial description In thU 
proceeding. Applicant la controlled by Ecoi! 
Trucking. Inc., who hold* contract carrier 
authority under Docket No. MC-12816! and 
MC-228101 (Sub-No. I). therefore dual 
operation* may be Involved. Common con¬ 
trol may also bo Involved If a hearing is 
deemed necessary, applicant request® that it 
be held at either Indianapolis, Ind. or Chic¬ 
ago. III. 

No. MC 119619 (Sub-No. 109). filed 
May 18. 1977. Applicant: DISTRIBU¬ 
TORS 8ERVICE CO., a corporation. 
2000 West 43rd St.. Chicago. HI. 60609 
Applicant's representative: Arthur J 
Piken, One Lefrak City' Plaza. Flushing 
N.Y. 11368. Authority sought to operate 
as a common carrier , by motor vehicle, 
over irregular routes, transporting: Fro¬ 
zen prepared foods , from Eau Claire, 
Wis., to points in Connecticut, Delaware, 
Maine. Maryland, Massachusetts. New 
Hnmsphirc, New Jersey. New York, 
Pennsylvania, Rhode Island, Vermont. 
Virginia. West Virginia, and the District 
of Columbia. 

Nor*.—Applicant state*’this application la 
filed solely to add this commodity to their 
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existing pertinent Certificate Issued In MC- 
U961& (Sub-No. 29). If a hearing Is deemed 
necessary, the applicant requests it be held 
at Chicago. 111. 

No. MC 119726 (Sub-No. 92), Hied 
May 19. 1977. Applicant: N.A.B. TRUCK¬ 
ING CO.. INC., 1644 W. Edgewood Ave¬ 
nue, Indianapolis, Ind. 46217. Applicant’s 
representative: James L. Beattey, 130 
East Washington Street. Suite One Thou¬ 
sand. Indianapolis. Ind. 46204. Authority 
sought to operate as a common carrier, by 
motor vehicle, over irregular routes, 
transporting: Floor sweeping compounds 
and absorbents , from the plantsdte of Oil- 
Dri Corp. of America, located at or near 
Ripley, Miss., and Ochlocknee, Ga. (1) 
from Ripley. Miss., to Hopkins. Minn., 
Omaha. Nebr.. Kansas City. Kans., Kan¬ 
sas City and St. Louis. Mo., Detroit, 
Mich., Pittsburgh, Pa., and points in 
Illinois, Indiana, Iowa. Ohio, and Tennes¬ 
see. and (2) from Ochlocknee, Ga.. to 
points in Florida, Illinois, Indiana, Iowa, 
Kansas, Kentucky. Michigan. Minnesota. 
Missouri. Ohio, and Wisconsin. 


Note.— I f a hearing 1 s deemed necessary, 
applicant request* it to be held at either Chi¬ 
cago. 111., or Indianapolis, Ind. 

No. MC 119988 (Sub 113). filed May 25. 
1977. Applicant: GREAT WE8TERN 
TRUCKING CO., INC.. P.O. Box 1384, 
Highway 103 East. Lufkin, Tex. 75901. 
Applicant's representative: Hugh T. 
Matthews, 2340 Fidelity Union Tower, 
Dallas. Tex. 75201. Authority sought to 
operate as a common carrier , by motor 
vehicle, over irregular routes, transport¬ 
ing: Hardware, conveyors and conveyor 
equipment, furniture . power equipment . 
and wheel goods and parts. attachments . 
and accessories therefor, and materials, 
equipment ; and supplies, utilized In the 
manufacture and distribution thereof 
(except in bulk), between Indianola, 
Miss., on the one hand, and. on the other, 
points In Tennessee. North Carolina. 
South Carolina, Alabama. Georgia, and 
Florida, 


Note—A pplicant hold* motor contract 
carrier authority in No. MC 140271, there¬ 
fore dual operation# may be Involved. If a 
hearing U deemed necessary, applicant re¬ 
quest* It be held at Dallo*^re*. 

No. MC 120910 (Sub-No. 11). filed 
May 28, 1977. Applicant- SERVICE EX¬ 
PRESS. INC.. Post Office Box 1009, Tus¬ 
caloosa, Ala. 35401. Applicant’s repre¬ 
sentative: William P. Jackson, Jr., 3426 
North Washington Boulevard. P.O. Box 
1267. Arlington. Va. 22210. Authority 
sought to operate as a common carrier 
oy motor vehicle, over irregular routes, 
transporting: Roofing and roofing ma- 
i r i?k' from Tuscaloosa. Ala., to points 


—** h Nearing is deemed necessary. 
W»icant requests it be held at Birmingham, 
or Washington, D C 


No. MC 121509 <8ub-No. 1). fU 
1977 ‘ Applicant: 'DAUFELt 
ntA.N&PORT. IN.-’.. 618 Clay Stre 
Muscatine. Iowa 52761. Applicant s re 
^mauve: William L. Falrbank. 19 
financial Center. Des Moines. Io\ 


50309. Authority sought as a common 
carrier, by motor vehicle over irregular 
routes, transporting: Liquid fertilizer, 
in bulk . from the storage and terminal 
facilities of Allied Chemical Corp., lo¬ 
cated at or near Durant, Iowa, to points 
in Arkansas. Illinois (except points in 
the St. Louis. Mo.-E. St. Louis. HI., com¬ 
mercial zone), Iowa, Indiana. Kansas. 
Kentucky. Minnesota, Missouri. Ne¬ 
braska. South Dakota, Tennessee, and 
Wisconsin. 

Note— If a hearing is deemed necessary, 
the applicant requests that the bearing be 
held In Chicago. Ill., or Omaha. Nebr. 

No. MC 123048 (Sub-No. 356), filed 
May 23. 1977. Applicant: DIAMOND 
TRANSPORTATION SYSTEM. INC.. 
5021 21st Street. Racine. Wis. 53406. Ap¬ 
plicant’s representative: Paul C. Oartzke, 
121 West Doty Street. Madison. Wis. 
53703. Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, tranpsorting: (1) Irri¬ 
gation systems and parts and attach¬ 
ments for irrigation systems; <2) ma¬ 
terials, equipment, and supplies used in 
the manufacture, sale, and distribution 
of the commodities named in (1) above, 
between Havana. Ill., on the one hand, 
and, on the other, points in the United 
States (except Alaska and Hawaii). 

Not*.—I f a hearing In deemed necessary, 
the applicant requests It be held at Chicago. 
HU or Peoria, XU. 

No. MC 123407 (Sub-No. 381), filed 
May 31. 1977. Applicant: SAWYER 
TRANSPORT, INC.. South Haven 
Square. U.S. Highway 6. Valparaiso, Ind. 
46383. Applicant’s representative: H E. 
Miller. Jr. (same address as applicant). 
Authority sought to operate as a common 
carrier, by motor vehicle, over irregular 
routes, transporting: Tile, floor covering, 
wallpaper . and materials, equipment and 
supplies used in the manufacture, dis¬ 
tribution, installation, maintenance, re¬ 
moval, and sale of the above commodities 
(except in bulk) from points in Texas to 
points in that part of the United States 
in and east of North Dakot). South Da¬ 
kota, Nebraska. Kansas, Oklahoma, and 
Texas. 

Note —Common control may be involved. 
If a hearing Is deemed necessary, applicant 
requests that It be held at Dallas. Tex 

No. MC 123407 (Sub-No. 382), filed 
June 1. 1977. Applicant: SAWYER 

TRANSPORT. INC.. South Haven 
Square, U.S. Highway 6. Valparaiso. Ind. 
46383. Applicant’s representative: H. E. 
Miller. Jr. (same address as applicant). 
Authority sought to operate as a common 
carrier, by motor vehicle, over irregular 
routes, transporting: Iron and steel pipe 
and conduit (except oilfield commodities 
as described in Mercer Extension Oil¬ 
field Commodities. 74 M.C.C 459), from 
Wheatland. Pa., to Wisconsin and Min¬ 
nesota. 

Note. —Common control may be involved. 
If a hearing U deemed necessary, the appli¬ 
cant requests that it bf held at Washington. 
DC. 


No. MC 123819 (Sub-No. 43). filed 
May 25, 1977. Applicant: ACE FREIGHT 
LImE. INC., P.O. Box 16589. Memphis, 
Tenn. 38116. Applicant's representative: 
Bill R. Davis, Suite 101, Emerson Center, 
2814 Ne* Spring Rd„ Atlanta, Oa. 30339. 
Authority sought to operate as a com¬ 
mon carrier, by motor vehicle, over ir¬ 
regular routes, transporting: (1) Paper 
bags, (2) textile bags, when moving in 
mixed loads with paper bags, from Mem¬ 
phis. Tenn., to points in Alabama. Ari¬ 
zona. Arkansas. Colorado, Florida. Geor¬ 
gia. Illinois, Indiana. Iowa. Kansas, Ken¬ 
tucky. Louisiana. Maine, Maryland. Mas¬ 
sachusetts. Michigan, Missouri. Missis¬ 
sippi, Nebraska, New Mexico. New York, 
North Carolina. Ohio, Oklahoma, South 
Carolina, Tennessee, Texas, and Vir¬ 
ginia; and (3) materials and supplies 
used in the manufacture, processing, and 
distribution of the commodities in (1) 
and (2) above, from points In Alabama, 
Arkansas. Florida. Georgia. Louisiana, 
Mississippi. South Carolina, Texas, and 
Virginia to Memphis, Tenn. 

Note. —If the hearing la deemed necessary, 
the applicant requests it be held at Mem¬ 
phis, Tenn. 

No. MC 124306 (Sub-No. 29), filed May 
27. 1977 Applicant: KENAN TRANS¬ 
PORT CO.. INC., P.O. Box 2729. Chapel 
Hill, N.C. 27514. Applicant's representa¬ 
tive: Richard A. Mehley. 1000 16th Street 
NW.. Washington, D.C. 20036. Author¬ 
ity sought to operate as a common car¬ 
rier. by motor vehicle, over irregular 
routes, transporting: Animal and vege¬ 
table oils, and animal and vegetable oil 
products, and by-products. In bulk (ex¬ 
cept such commodities which arc chemi¬ 
cals) . between Charlotte. N.C.. on the 
one hand, and. on the other, points In 
Alibama, Arkansas, Connecticut. Dela¬ 
ware, Florida, Georgia. Illinois, Indiana, 
Iowa, Kentucky. Louisiana, Maine, 
Maryland. Massachusetts. Michigan, 
Minnesota. Mississippi, Missouri. New 
Hampshire, New Jersey, New" York. North 
Carolina. Ohio. Oklahoma, Pennsyl¬ 
vania. Rhode Island, South Carolina. 
Tennessee, Texas, Virginia, West Vir¬ 
ginia. Wisconsin, and the District of Co¬ 
lumbia, 

Note —Common control may be Involved. 
If a hearing la deemed necessary, the appli¬ 
cant requests it be held In Washington. D C„ 
Richmond. Va., or Charlotte. N.C. 

No. MC 124579 (Sub-No. 18). filed 
May 26, 1977. Applicant: WIKEL BULK 
EXPRESS, INC., Route 2. Huron, Ohio. 
Applicant's representative: James Du¬ 
vall, Post Office Box 97. 220 West Bridge 
Street. Dublin. Ohio 43017. Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting; Milk and milk products, 

(1) from the plantslte and warehouse 
facilities of Orrville Milk Co., located in 
Wayne County. Ohio, to points in Indi¬ 
ana. New York, and Pennsylvania; and 

(2) from Goshen, Ind., to the plantsltc 
and warehouse facilities of Orrville Milk 
Co. located in Wayne County. Ohio. 

Note —If a hearing Is deemed necessary, 
the applicant requests that It be held at 
either Columbus, Ohio, or Washington. D C. 
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No. MC 124579 (Sub-No. 19)* filed 
May 31. 1977. Applicant: WIKEL BULK 
EXPRESS. INC.* Route 2, Huron, Ohio. 
Applicants representative: James Du¬ 
vall. Post Office Box 97* 220 West Bridge 
Street. Dublin. Ohio 43017. Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting: Sugar and molasses, in 
built, from Findlay and Fremont. Ohio, 
to points in Indiana. Michigan. New 
York. Ohio. Pennsylvania, and West Vir¬ 
ginia. 

Non.—U a hearing Is deemed necessary. 
Applicant request* that it be held at Colum¬ 
bus. Ohio. Denver, Colo., or Washington. 
DC 

No. MC 124679 <8ub-No. 76* (correc¬ 
tion). filed April 1. 1977. published in the 
Federal Register issue of May 26. 1977. 
republished as corrected this issue. Ap¬ 
plicant: C. R ENGLAND & SONS. INC.. 
975 West 2100 South. Salt Lake City. 
Utah 84119 Applicant's representative: 
Daniel E England. P.O. Box 2465. 165 
South West Temple. Salt Lake City. 
Utah 84110. Authority sought to operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting: Malt 
beveraoes. from Fairfield. Calif., to Ce¬ 
dar City. Logan,. Moab. Ogden. Price. 
Provo. Salt Lake City, and Tooele. Utah. 

Note.— -Applicant hold# contract carrier 
authority tn various tuba under MC 128813. 
therefore dual operations may be involved. 
If a hearing Is deemed necessary, the appli¬ 
cant requests U be held at Salt Lake City. 
Utah. Die purpose of this republlcatlon is 
to correct the territorial description. 

No. MC 124947 (Sub-No. 60*. filed 
May 27. 1977. Applicant: MACHINERY 
TRANSPORTS. INC.. 116 Allied Road. 
Stroud. Okla. 74079 Applicant's repre¬ 
sentative: David J. Lister. 1945 South 
Redwood Road. Salt Lake City. Utah 
841C4. Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: Pipe and 
pipe fittings . cast iron meter boxes, man¬ 
hole frames and manhole covers ‘except 
those which because of size or weight re¬ 
quire the use of special equipment, and 
pipe and pipe fittings such as are in¬ 
cluded in the first findings of the Com¬ 
mission in T. E. Mercer and G. E. Mer¬ 
cer Extension—Oil Field Commodities. 
74 M C.C. 459. 543*. from the plantsite 
and shipping facilities of Tyler Pipe Co- 
located at or near Tyler. Tex., to points 
in the United States (excluding Alaska 

Non-—Common control may be involved. 
If a hearing IS deemed necessary, the appli¬ 
cant requests it be held at cither Salt Lake 
City, Utah, or Denver. Colo. 

No. MC 126118 (Sub-No. 40* (partial 
correction). Hied April 18. 1977. pub¬ 
lished In the Federal Register issue of 
June 9. 1977, and republished as cor- 
rected this issue. Applicant: CRETE 
CARRIER CORP.. P.O. Box 81228. 
Lincoln. Nebr. 68501. Applicant's repre¬ 
sentative: Duane W. Acklie (same ad¬ 
dress as applicant). 

Non.—The purpose of this partial correc¬ 
tion Is to Indicate the correct commodity re¬ 
striction and territorial description of Part 


(2) aa pertinent: Automobile parti, mate¬ 
rials and supplies, and equipment, materials 
and supplies ulliUed in the manufacture 
thereof (except commodities in bulk. In tank 
vehicles); between Columbus, Nebr., Marian¬ 
na, Ar*.. Columbus, Tucker. Newnan, oud 
Carrollton. Ga.. Cleveland. Miss , and De¬ 
troit, Mich., on the one hand, and, on the 
other, points in Florida. Arkansas. Colorado. 
Louisiana. Mississippi. New York. New Jer¬ 
sey, Nebraska. Missouri. Kansas. Texas. 
North Carolina. Minnesota, Virginia. Mas¬ 
sachusetts. Connecticut, and California. The 
rest of the publication remains as previous¬ 
ly published 

No. MC 127974 (Sub-No. 9). filed May 
27. 1977. Applicant: P. LIEDTKA 

TRUCKINO. INC.. 110 Patterson Ave.. 
Trenton. NJ. 08610. Applicant's repre¬ 
sentative: Alan Kahn, 1920 Two Penn 
Center Plaza, Philadelphia, Pa. 19102. 
Authority sought to operate as a common 
carrier, by motor vehicle, over Irregular 
routes, transporting: (1) General com¬ 
modities. in containers or in trailers hav¬ 
ing An immediately prior or subsequent 
movement by water (except Classes A 
and B explosives, those of unusual 
value, and commodities requiring special 
equipment): and (2) used containers, 
trailers, and trailer chassis, between 
Baltimore. Md., Boston. Mass., Norfolk. 
Va., Philadelphia. Pa,, and New York. 
N.Y. 

Note.—I f a hearing is deemed necessary, 
applicant requests it be held at either Phila¬ 
delphia, Pa., or Washington. D C. 

No. MC 128155 (Sub-No. 5). filed May 
17, 1977. Applicant: R. C. VAN LINES, 
INC.. 1044 Northside Drive NW„ Atlanta. 
Ga 30318. Applicant's representatives: 
Robert J. Gallagher. 1000 Connecticut 
Avenue NW.. Suite 1200. Washington. 
D C. 20036. Authority sought to operate 
as a common carrier. by motor vehicle, 
over irregular routes, transporting: 
Household goods, as defined by the Com¬ 
mission. between points in Alabama, 
Arkansas, Colorado, Connecticut, Dela¬ 
ware. Florida, Georgia, Illinois. Indiana. 
Iowa. Kansas. Kentucky. Louisiana, 
Maryland. Massachusetts, Michigan. 
Minnesota. Mississippi. Missouri. Ne¬ 
braska. New Jersey. New York, North 
Carolina. North Dakota. Ohio, Okla¬ 
homa. Pennsylvania. Rhode I s l a n d. 
South Carolina. South Dakota, Tennes¬ 
see. Texas, points in Utah on and east of 
UB Highway 9i. Virginia. West Virginia. 
Wisconsin. Wyoming, and the District 
of Columbia. 

Not*.—I f a hearing is deemed necessary, 
the applicant requests it be held at Atlanta. 
Ga. • 

No. MC 128539 <8ub-No. 8*. filed May 
25. 1977. Applicant: EAGLE TRANS¬ 
PORT CORP.. P.O. Box 4508. Rocky 
Mount, N.C. 27801. Applicants repre¬ 
sentative: Robert J. Corbcr. 1747 Penn¬ 
sylvania Avenue. Suite 1050, Washington, 
DC. 200C6. Authority sought to operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting: 
Liquified petroleum gas . in bulk, in tank 
vehicles. (I) from the site of the pipe¬ 
line-terminal of the Dixie Pipe Line Co . 
located near Apex. N.C., to points in 


Virginia east of U S. Highway 29 and 
north of U.S, Highway 60. and (2) from 
Norfolk. Va., to points in Maryland. 

Not*.—C ommon control may be Involved 
1/ a hearing la deemed necessary, applicant 
requests that It be held at Washington, D.C. 

No. MC 128802 (Sub-No. 4). filed May 
31, 1977. Applicant: ARDEN E. OLSEN. 
Route No. 1. KalispeU. Mont. 59901. Ap¬ 
plicant’s representative. Joe Gerbase. 
100 Transwestem Building, 404 North 
31st Street, Billings. Mont. 59101. Au¬ 
thority sought to operate as a contract 
carrier , by motor vehicle, over irregular 
routes, transporting Deer and empty 
containers between Kalispell, Mont., on 
the one hand, and. on the other. Fair- 
field. Calif., under a continuing contract, 
or contracts, with Flathead Beverage Co 

Not*.— If a hearing is deemed necessary, 
applicant requests it be held at either 
Kalispell or Billings. Mont. 

No. MC 128951 (8ub-No. 16>. filed May 

25. 1977. Applicant: ROBERT H. DIT¬ 
TRICH. doing business as Bob Dittrich 
Trucking, 1000 North Front Street. New 
Ulm, Minn. 56073. Applicant's represent¬ 
ative: Bruce A. Rasmussen, 1110 North¬ 
western Bank Building. Minneapolis 
Minn. 55402. Authority sought to operate 
as a common carrier . by motor vehicle 
over Irregular routes, transporting: 
Liquid fertilizer . in bulk, in tank vehicles 
from New Ulm. Minn., to points in Iowa. 
South Dakota, North Dakota, and Wis¬ 
consin. 

Not*.— If a hearing la deemed necessary 
applicant request* U be held at Mlnneapoiu 
St. Paul, or Mankato. Minn. 

No. MC 129635 (Sub-No. 9), filed May 
31. 1977 Applicant: ROYAL'S MOTOR 
SERVICE. INC., P.O. Box 1124. Grand 
Prairie. Texas 75050. Apnlicant's repre¬ 
sentative: James W. Hightower, 136 
Wvnnewood Prof. Bldg., Dallas, Texa< 
75224. Authority sought to operate as a 
common earner, by motor vehicle, over 
Irregular routes, transporting: Tractors 
(except truck tractors); and attach¬ 
ments. parts and accessories for tractors 
when moving at the same time and in 
the same equipment with tractors, (1) 
from the rail ram os located at or near 
Baton Rouge. La , to points in Louisiana 
and r»oints in Wilkinson. Amite, i\"d Plkr 
Counties. Miss.: and (2) from the rail 
ram^s located at or near Houston. Texas 
to points In that part of Texas located 
on and east of Interstate Highway 81 and 
on and south of Interstate Highwny 84 
restricted to traffic having a prior move¬ 
ment by rail. 

Nor*.—If a hearing 1* deemed necessary 
the applicant request* it be held at Dallas 
Texas 

No. MC 133095 (Sub 161*. filed May 

26. 1977. Applicant: TEXAS-CONTI 
NENTAL EXPRESS, INC , P.O, Box 434 
Euless. Tex 76039 Applicant's repre¬ 
sentative: Hugh T. Matthews. 2340 Fi¬ 
delity Union Tower, Dallas. Tex. 75201 
Authority sought to operate as a com¬ 
mon carrier, by motor vehicle, over Ir¬ 
regular routes, transporting: Radios, in¬ 
tercommunication systems, refrigerator*. 
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freezing boxes, imitation fireplaces and 
logs, heaters, range hoods, lighting fix¬ 
tures , exhaust systems, and splasher 
plates and parts, attachments and acces¬ 
sories thereof and materials, equipment 
and supplies used In the manufacture 
and distribution thereof (except com¬ 
modities in bulk). Between Cleburne, 
Itasca and West, Tex., on the one hand, 
and, on the other, points in the United 
States (except Alaska and Hawaii). 

Not*—A pplicant holds motor contrac. 
carrier authority m No. MC 136032. and tubs 
thereunder, therefore dual operations may 
be Involved. If a hearing Is deemed neces¬ 
sary, applicant request* It be held at Dallas. 
Tex. 

No. MC 133590 (Sub-No. 10), filed 
May 23. 1977. Applicant: WESTERN 
C ARRIERS. INC., 288 Fmnklin Street 
Worcester, Massachusetts 01604. Appli¬ 
cants’ representative: David M. Mar¬ 
shall. 135 State Street. Suite 200. Spring- 
field. Massachusetts 01103. Authority 
nought to operate as a contract carrier . 
by motor vehicle, over irregular routes, 
transporting: Plastic and plastic articles , 
and materials and supplies used in the 
manufacture and distribution of such 
commodities (except in bulk in tank 
trucks), between the facilities of Plastic 
Packaging Corporation located in West 
Springfield and Springfield. Massachu¬ 
setts. on the one hand, and. on the 
other, points in the United States" (ex¬ 
cept Alaska, Hawaii. Maine, New Hamp¬ 
shire. Vermont. Connecticut and Rhode 
Island). under a continuing contract, or 
contracts, with Plastic Packaging Cor¬ 
poration. 

Nome.— It a hearing Is deemed necessary, 
applicant request* It be held at either Hart¬ 
ford, Conn.. Boston, Mass., or Wa&htngton. 

DC. 

No. MC 133689 (Sub-No. 131 >, filed 
May 23. 1977. Applicant: OVERLAND 
EXPRESS. INC., 719 First St.. 8.W.. New 
Brighton. MN 55112. Applicant's rep¬ 
resentative: Robert P. Sack. P.O. Box 
6010. West St. Paul. MN 55118. Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting: Foodstuffs (except com¬ 
modities in bulk) from Minneapolis-St. 
Paul. Minnesota to points in Ohio. 

NotI f a hearing 1* deemed necessary, 
applicant request that it be held at Min¬ 
neapolis. Minnesota. 

No. MC 133928 (Sub-No. 12). filed 
May 27, 1977. Applicant's OSTERKAMP 
TRUCKING, INC., 1049 North Glassell 
Street, Orange. Calif. 92667. Applicant's 
representative: Patrick E. Quinn, P.O. 
Box 82028. Lincoln. Nebr. 68501, Authori¬ 
ty sought to operate as a contract carrier, 
by motor vehicle, over irregular routes, 
transporting: Gypsum, gypsum products 
and budding materials, and materials 
supplies used in the manufacturing, 
attribution and installation of the afore¬ 
mentioned commodities, between the 
Plantslte of United States Gypsum Com¬ 
pany located at or near Empire, Nev., 
on toe one hand, and. on the other. 
Points in Arizona, California. Colorado. 
Idaho. Montana. Nevada. New Mexico. 


Oregon, Utah. Washington and Wyom¬ 
ing. under a continuing contract, or 
contracts, with United States Gypsum 
Company. 

Not* —Applicant holds common carrier 
authority In MC 138732 (Sub-No®'2 and 4), 
therefore dual operation* may be Involved. 
If a hearing is deemed necessary, the ap¬ 
plicant request* it be held at either San 
Francisco. California or Loe Angeles, Calif. 

No. MC 134286 (Sub-No. 26). filed May 
31. 1977. Applicant: ILLINI EXPRESS, 
INC.. P.O. Box 1564. Sioux City. 
Iowa 51102. Applicant's representative: 
Charles J. Kimball. 350 Capitol Life Cen¬ 
ter. 1600 Sherman Street. Denver. Cdo. 
80203. Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: (1) Food¬ 
stuffs: (2) pharmaceutical materials, 
supplies and products: (3) chemicals: 
(4) alcoholic beverages; (5) tobacco 
products: (6) pet foods: (7) such com¬ 
modities as are dealt in by distribution 
or consolidation warehouses for the com¬ 
modities described in (1) through (6); 
and (8> exempt commodities when mov¬ 
ing with regulated commodities. (A) 
from Denver. Colo., to points in the 
United States in and west of Minnesota. 
Iowa, Missouri. Arkansas and Louisiana; 
and (B> from points in the United States 
in and west of Minnesota, Iowa, Missouri. 
Arkansas and Louisiana, to Denver, 
Colo. restricted against the transporta¬ 
tion of commodities in bulk. 

Not*.—I f a hearing 1* deemed necessary, 
applicant request* that It be held on a 
consolidated hearing with similar applica¬ 
tions at Denver. Colo. Common control may 
be involved. 

No. MC 134755 (Sub-No. 106), filed 
May 27. 1977. Applicant: CHARTER EX¬ 
PRESS. INC.. P.O. Box 3772, Springfield. 
Mo. 65804. Applicant's representative: 
Larry D. Knox, 600 Hubbcll Building. 
Des Moines, Iowa 50309. Authority sought 
to operate as a common carrier , by motor 
vehicle, over irregular routes, transport¬ 
ing: (1) truck and trailer suspension 
systems and parts: and (2) equipment, 
materials, and supplies (except in bulk) 
used in the manufacture of truck and 
trailer suspension systems and parts, and 
iron and steel articles, between Marsh¬ 
field. Mansfield, and Seymour. Mo., on 
the one hand. and. on the other, points 
in the United States (except Alaska and 
Hawaii). 

Not*—A pplicant hold* motor contract car¬ 
rier authority In MC 138308 (Sub-No 2 1 and 
other tubs, therefore, dual operations may 
be Involved. Common control may also be 
Involved If a hearing Is deemel necessary, 
applicant requests It be held at either Kan- 
*as City, Mo. or 8i. Louts, Mo. 

No. MC 134783 (Sub-No. 35). filed June 
2. 1977. Applicant: DIRECT SERVICE, 
INC.. 940 East 66th Street, Lubbock. 
Tex. 79408. Applicant’s representative: 
Charles M. Williams. 350 Capitol Life 
Center. 1600 Sherman Street. Denver. 
Colo. 80203. Authority sought to operate 
as a common carrier by motor vehicle, 
over irregular routes transporting: 
Meats, meat products, meat by-products 
and articles distributed by meat packing¬ 


houses. as described in Sections A and C 
to Appendix I to the report in Descrip¬ 
tions In Motor Carrier Certificates, 61 
M.C.C. 209 and 766 (except hides and 
commodities in bulk). from the plantslte 
and storage facilities of John Morrell & 
Co., located at or near Lubbock. Tex., to 
Chicago. Illinois. 

Nome.—Common control may be involved. 
Applicant bolds contract carrier authority in 
Docket No. MC 138309 and (Sub-No. 1) there¬ 
fore. dual operations may be Involved. If a 
hearing Is deemed necessary. Applicant re¬ 
quests that It be held at either Lubbock. 
Tex., or Chicago, Ill. 

No. MC 135284 (Sub 5). filed June 1. 
1977. Applicant: FLEETWOOD TRANS¬ 
PORTATION CORP.. 1030 Reeves Street, 
Dunmore, Pa. 18512. Applicant's repre¬ 
sentative: J. A. Kundtz. 1100 National 
City Bank Building, Cleveland. Ohio 
44114. Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: Such mer¬ 
chandise as is dealt in by wholesale, re¬ 
tail and chain grocery and food business 
houses (except commodities in bulk). be¬ 
tween the plant site of L&nd-O-Lakes 
located at or near Laurel. Md.. on the 
one hand. and. on the other, points in 
Connecticut, Delaware. Massachusetts. 
Maryland, New Jersey. New York, Penn¬ 
sylvania, Rhode Island, and Virginia, un¬ 
der continuing contract or contracts with 
Agfoods, Inc. 

Not*.—C ommon oontrol mmy be involved. 
If a hearing it deemed nece**ary. the Appli¬ 
cant request* it be held at Washington. D C. 

No. MC 135874 (Sub-No. 89). filed May 

23.1977. Applicant: LTL PERISHABLES. 
INC., 550 E. 5th Street So.. So. St. Paul. 
Minnesota 55075. Applicant's representa¬ 
tive: K. O. Petrick (same address as ap¬ 
plicant) . Authority sought to operate as 
a common carrier by motor vehicle trans¬ 
porting: Frozen foods from Kansas City, 
Kansas-Missouri to points in Connecti¬ 
cut, Delaware, District of Columbia, 
Maine, Maryland, Massachusetts. New 
Hampshire, New Jersey. New York. Penn¬ 
sylvania, Rhode Island, Vermont, Vir¬ 
ginia and West Virginia, restricted to 
traffic originating at Kansas City. Kan- 
sas-Mlssouri and points in their Com¬ 
mercial Zones and destined to points in 
the named states. 

Norr*.—Common control may be involved. 
If a hearing 1* deemed necesaary, applicant 
request* It be held at either Kansas city. 
Mo., or Kansas City, Kan*. 

No. MC 136005 <Sub-No. 3), filed May 

18.1977. Applicant: JACK D WHATLEY 

AND ROBERT T. CALHOUN, d b.a. 
MAOIC VALLEY REFRIGERATED EX¬ 
PRESS. 1400 Whitewing. P.O. Box 2101, 
Mr Allen, Tex. 78501. Applicant's repre¬ 
sentative: M, Ward Bailey, 2412 Conti¬ 
nental Life Bldg.. Forth Worth, Tex. 
76103. Authority sought to operate as a 
contract carrier, by motor vehicle, over 
irregular routes, transporting: (1) 

Canned citrus juice, from the facilities 
of Texas Citrus Exchange located at 
Harlingen and Mission, Tex., to points in 
New Mexico. Arizona, California, Indi¬ 
ana, Michigan, and the ports of entry on 
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the International boundary line between 
the United States and Canada, located 
at Detroit. Mich.. Pembina and Portal. 
N. Dak., for furtherance Into the Ca¬ 
nadian provinces of Saskatchewan, 
Manitoba and Ontario: and <3> Frozen 
concentrated citrus products. In contain¬ 
ers. In mixed loads with canned citrus 
juice, from the facilities of Texas Citrus 
Exchange located at Harlingen and Mis¬ 
sion. Tex., and from the storage facilities 
of Texas Citrus Exchange at Browns¬ 
ville, and McAllen. Tex., to points In 
Oklahoma. Arkansas, Missouri. Kansas. 
Illinois, Nebraska. Iowa. South Dakota. 
Minnesota. Wisconsin. North Dakota, 
Colorado. New Mexico. Arizona. Califor¬ 
nia. Indiana. Michigan, and the ports of 
entry on the International boundary line 
between the United States and Canada, 
located at Detroit. Mich.. Pembina and 
Portal. N. Dak., for furtherance Into the 
Canadian provinces of Saskatchewan. 
Manitoba and Ontario, under a contin- 
utng contract, or contract*, in <1* and 
(2) above with Texas Citrus Exchange. 

Nor*.—If * hearing Is deemed necessary, 
the applicant request* It be held at Dallas or 
San Antonio. Tex. 

No. MC 136077 <8ub-No. 7>, filed May 
23. 1977. Applicant: REBER CORPORA¬ 
TION. 2216 Old Arch Road. Norristown. 
PA 19401. Applicant's representative: 
Roland Morris. 16C0 Land Title Bldg.. 
100 S. Broad St.. Philadelphia. PA 19110. 
Authority sought to operate as a com¬ 
mon carrier. by motor vehicle, over ir¬ 
regular routes, tranpporting: lime in bulk 
from Plymouth Meeting, Pa. to points 
in North Curoitna and South Carolina. 

Nor*-—Common control may be involved. 
If a hearing U deemed necessary. applicant 
requests It be held at Philadelphia, Pa 

No. MC 136553 (Sub-No. 49>. filed May 
31. 1977. Applicant: ART PAPE TRANS¬ 
FER. INC.. 1060 East 12th Street, Du¬ 
buque, Iowa 52001. Applicant's repre¬ 
sentative: William L. Fairbank, 1980 
Financial Center, Des Moines, Iowa 
5030$. Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: Dry fer¬ 
tilizer and dry fertilizer materials, in 
bulk, from Pekin. Ill. to points in Iowa, 
Minnesota. Missouri and Wisconsin. 

Not*.—I f a hearing li deemed neceaoary. 
applicant request* that the hearing be held 
at 9t Paul, Minnesota. 

No. MC 136825 (Sub-No. 5). filed May 
26. 1977. Applicant: ENDICOTT 

TRUCKING CO,. A Corporation. P.O. 
Box 705. Columbus, Ohio 43216. Appli¬ 
cant's representative: Richard H. Bran¬ 
don. 220 West Bridge Street, P.O. Box 
97. Dublin. Ohio 43017. Authority sought 
to operate as a contract carrier, by mo¬ 
tor vehicle, over irregular routes, trans¬ 
porting: Such commodities as arc dealt 
in by electronic equipment and supply 
stores, between the facilities of Radio 
Shack. Division of Tandy Corporation 
located at Charleston, S.C.. on the one 
hand, and, on the other, points In Ala¬ 
bama. Arkansas. Florida. Georgia, Mis¬ 
sissippi, North Carolina. Louisiana, 
Texas. Tennessee and Virginia, under a 


continuing contract or contracts with 
Radio Shack, Division of Tandy Corpo¬ 
ration. 

Not*-—I f a hearing la deemed necessary, 
applicant request* that it be held at Colum¬ 
bus. Ohio. 

No. MC 136904 (Sub-No. 20). filed May 
31, 1977. Applicant: WORSTER-MICH- 
IOAN. INC., R.D. No. 1, Gay Road. North 
East. Pennsylvania 16428. Applicant's 
representative: Joseph F. MacKreli, 23 
West Tenth Street. Erie, Pennsylvania 
16501. Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: Frozen 
foodstuffs, from Traverse City. Michigan 
to points in Missouri and Kansas. 

Nor* —If » hearing U deemed necessary, 
the applicant request* it be held at Wash¬ 
ington. DC. Common control may be in¬ 
volved. 

No. MC 138000 (Sub-No. 8>. filed May 
31, 1977. Applicant: ARTHUR H. FUL¬ 
TON. Post Office Box 86, Stephens City. 
Va. 2^655. Applicant’s representative: 
Charles E. Creager. 1329 Pennsylvania 
Avenue, Post Office Box 1417, Hagers¬ 
town. Md. 21740. Authority sought to op¬ 
erate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: Malt beverages, from Detroit, Mich., 
to points in Alabama, Delaware. Georgia. 
Maryland. North Carolina. South Caro¬ 
lina, West Virginia, and the District of 
Columbia. 

Not*.—A pplicant holds contract carrier 
authority In No MC-12&613. Sub 2. and sub* 
thereunder, therefore dual operations may 
be involved. If a hearing Is deemed necessary, 
applicant requests It be held at Washington. 
DC. 

No. MC 138000 <8ub-No. 29), filed May 
31. 1977. Applicant: ARTHUR H. FUL¬ 
TON. Post Office Box 86. Stephens City. 
Va. 22655. Applicants representative: 
Edward N. Button, 1329 Pennsylvania 
Avenue, Poet Office Box 1417. Hagers¬ 
town. Md. 21740. Authority sought to op¬ 
erate a* a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing <A> Slag, except in bulk: (1) From 
Strasburg. Va. to Gore, Va.; (2) From 
Oore. Va. to CoatesvlUe, Pa.: (3) From 
Coatesvllle, Pa. to Chelsea, Mich.: and 
<4> From Gore. Va. to Chelsea. Mich.; 
and «B> powdered clay. except in bulk, 
from Whitlock, Tenn., to Chelsea. Mich. 

Nott.—A pplicant holds contract carrier 
authority in No. MC-129613. 8ub 2. and subs 
thereunder, therefore dual operations may 
be involved. If a hearing is deemed necessary, 
applicant requests it be held at Washington, 
D.C. 

No. MC 138096 (Sub-No 1), filed May 
17. 1977. Applicant: LEE P. WEGNER. 
SR., d ba. WEONER TRUCKING COM¬ 
PANY. W290 S6299 Holiday Road Wau¬ 
kesha, Wise. 53186. Applicant's repre¬ 
sentative David V. Purcell. Ill East Wis¬ 
consin Avenue. Milwaukee. Wise. 53202. 

Authority sought to operate as a con - 
tract carrier, by motor vehicle, over ir¬ 
regular routes, transporting: Materials, 
equipment, and supplies (except com¬ 
modities in bulk* used in the manufac¬ 
turing. production, and distribution of 
refrigerated display coolers and freezers 


and refrigerated, sectional, walk-in cool¬ 
ing and freezing rooms, knocked down, 
from points in Indiana, Kansas, and 
Missouri, to Genesee. Wise., under a con¬ 
tinuing contract or contracts with Zero 
Zone Refrigeration Manufacturing Com¬ 
pany, Inc., located at Genesee. Wise. 

Not*.—I f a hearing 1* deemed necessary 
applicant request* that It be held at Mllwnu. 
kcc, or Madison, Wl*c. 

No. MC 138514 <Sub-No. 10). filed 
Mav 23. 1977. Applicant: ARCTICARL 
TRANSPORT. INC., P.O. Box 356.47 Ea*l 
St.. Rockville. Conn. 06066. Applicant’s 
representative: Edward G. Villalon. 1032 
Pennsylvania Building. Pennsylvania 
Avenue and 13th St NW„ Washington. 
D.C. 20004. Authority sought to opera te¬ 
as a common carrier, by motor vehicle 
over irregular routes, transporting food¬ 
stuffs in vehicles equipped with mechani¬ 
cal refrigeration, from Baltimore. Md, 
and points in its Commercial Zone to 
points in New York, Maine. New Hamp¬ 
shire. Vermont, Massachusetts, Connect¬ 
icut. Rhode Island, Pennsylvania and 
New Jersey. 

Not*.—C ommon control may bo Involved 
If a hearing la deemed necessary, applicant 
requests It be held at Washington. DC. 

No. MC 138634 (Sub-No. 2). filed June 
1, 1977. Applicant: MARSHALL MOTOR 
COACH. INC., 1409 East Anson. Mar¬ 
shalltown. Iowa 50158. Applicant's rep¬ 
resentative: William L. Fairbank 1980 
Financial Center. Des Moines, Iowa 
50309. Authority sought to operate as ft 
common carrier, by motor vehicle, over 
irregular routes, transporting: Meat: 
meat products, and meat by-products 
and articles distributed by meat packing¬ 
houses. as described in Sections A and C 
of Appendix I to the report in Descrip¬ 
tions in Motor Carrier Certificates . 61 
M.C.C. 209 and 766 (except commodities 
in bulk), from Marshalltown. Iowa, to 
points in Illinois, Indiana, and Wiscon¬ 
sin. restricted to traffic originating wt 
the named origin and destined to the 
named destination states. 

Nor*—If a hearing U deemed naceisan 
applicant request* that the hearing be held 
at Dea Moines. Iowa or Chicago, 111. 

No. MC 138652 (Sub-No. 1), filed May 
2 j, 19//. Applicant: BAKER TRUt K 
SERVICE. INC., P.O. Box 535. Lewis¬ 
ton. Idaho 83501 Applicant's representa¬ 
tive: George R. LaBisaoniere. 1100 Nor¬ 
ton Building. Seattle. Wash. 98104 Au¬ 
thority sought to operate as a common 
carrier, by motor vehie’e. over Irregular 
routes, transporting: Particleboard, from 
the planhite of Boise-Cascade located at 
or near LaGrande. Oreg , on the one 
hand, and, on the other, Tacoma. Wash 
Not*-—C ommon control ro*y be Involved 
If a hearing la deemed necessary, the appli¬ 
cant request* It be held at Spoaane. Wash 

No MC 139495 (Sub-No 239». filed 
May 31. 1977. Applicant; NATIONAL 
CARRIERS. INC.. 1501 East 8th 8tr ec-t. 
r O Box 1358. Liberal, Kansas 67901 
Applicant's representative: Herbert Alun 
Dubin. Suite 1030, 1819 H Street NW- 
Washington. D.C. 20006. Authority 
sought to operate as a common carrier, 
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by motor vehicle, over irregular routes, 
transporting: (I) Cigars from Dothan 
and Selma. Ala. to points In Delaware. 
Illinois, Maryland. Massachusetts. Mis¬ 
souri, New Jersey. New York, Ohio. Penn¬ 
sylvania, Rhode Island. Virginia, and the 
District of Columbia: and (2) packaging 
material and tobacco blends and agricul¬ 
tural commodities, the transportation of 
which is otherwise exempt from economic 
regulation pursuant to section 203(b) (6) 
of the Interstate Commerce Act in 
mixed loads with packaging materials 
am! tobacco blends from Hatfield. Maas, 
and Lancaster. Pa. to Dothan and 8elmn. 
Ala. 

.Vcrxx.—Applicant holds contract carrier 
authority In MC-133106 and tube there¬ 
under, therefore dual operation* may be In¬ 
volved. If a hearing 1* deemed necessary, the 
applicant request* It be held at Washington. 
DC. 

No. MC 139923 (Sub-No. 33). filed May 
27. 1977. Applicant: MILLER TRUCK¬ 
ING CO., INC., P.O. Drawer D. Stroud. 
Okla. 74709. Applicant's representative: 
Jack H. Bianshan, Suite 200, 205 West 
Touhy Avenue. Park nidge. Ill. 60068. 
Authority sought to operate as a com¬ 
mon carrier, by motor vehicle, over Ir¬ 
regular routes, transporting: Cranberry 
products , fruit juices , and table sauces. 
(except commodities In bulk), from the 
plants!te and warehouse facilities of or 
utilized by Ocean Spray Cranberries. 
Inc., located at or near Kenosha, Wls., 
and North Chicago, Ill., to Kansas City, 
Mo., and points in Kansas, Oklahoma, 
and Texas, restricted to the transporta¬ 
tion of traffic originating at the named 
origins and destined to the named 
destinations. 

Nor*.—Applicant hold* contract carrier au¬ 
thority In MC-130026 <8ub-No. 2), therefore, 
dual operations may be involved. If a hearing 
la deemed necessary, the applicant request* 
It be held at Washington, D.C 

No. MC 140174 (Sub-No. 3). filed May 
23. 1977. Applicant: BROOKS TRUCK¬ 
ING. INC.. Box 187. Vanlue, Ohio. 45890. 
Applicant's representative: Richard H. 
Brandon* 220 West Bridge Street Post 
Office Box 97. Dublin, Ohio 43017. Au¬ 
thority sought to operate as a contract 
carrier, by motor vehicle, over Irregular 
routes, transporting: Fertilizer and Fer¬ 
tiliser Compounds, from Findlay, Ohio, to 
points in Indiana and Michigan, re¬ 
stricted against liquid commodities In 
bulk, under a continued contract or con¬ 
tracts with W. R. Orace & Co. Agricul¬ 
tural Chemicals Group. 

Norr— If a hearing Is deemed necraiary. 
tii* applicant requests that tt be held at Co- 

hinibua, Ohio. 

No. MC 140216 (Sub-No. 3), filed May 
25. 1977. Applicant: JOHN E. WAY, Jr. 
dba. WAY MESSENGER SERVICE. 
205 East King Street. Lancaster. Penn¬ 
sylvania 17602. Applicant's representa¬ 
tive: John M. Mussclman. P.O. Box 1146, 
410 North Third Street. Harrisburg. 
iMinsyivanla 17108. Authority sought to 
operate as a common carrier . by motor 
vehicle, over irregular routes, transport- 
tog: Printed matter. (1) Between Lan¬ 


caster. Pa., on the one hand. and. on the 
other, Baltimore, Md. and Washington. 
D.C.; and (2) Between York, Pa., on the 
one hand, and. on the other. Baltimore. 
Md.. New Yoric, N.Y., and Washington. 
DC. 

Norr.—Applicant states that the request¬ 
ed service is limited to expedited pickups 
and expedited deliveries by messenger-driv¬ 
ers of minimum gross weight straight trucks. 
If a hearing la deemed necessary, applicant 
requests that it be held at Lancaster, Pa. or 
Washington, D.C. 

No. MC 140612 (Sub-No. 18). filed 
May 25. 1977. Applicant: ROBERT P. 
KAZTMOUR, P.O. Box 2207, Cedar Rap¬ 
ids. Iowa 52406. Applicant's representa¬ 
tive: A. J. Swanson. P.O. Box 8X849, Lin¬ 
coln, NE 68501. Authority sought to op¬ 
erate as a common carrier , by motor ve¬ 
hicle. over irregular routes, transport¬ 
ing: Empty containers and closures from 
San Diego. California to Davenport. Iow a, 
Rock Island, and Milan, Illinois. 

Not*.—A pplicant holds motor contract 
carrier authority In No. MC 138003 and sub 
numbers thereunder, therefore dual opera¬ 
tions may be Involved. If a hearing Is deemed 
necessary, applicant requests tt be held at 
either St. Louis. Missouri or Lincoln, Ne¬ 
braska. 

No. MC 140612 (Sub-No. 20>. filed 
May 26, 1977. Applicant: ROBERT F 
KAZIMOUR. P.O. Box 2207, Cedar Rap¬ 
ids. Iowa 52406. Applicant's representa¬ 
tive: A. J. fjwanson. P.O. Box 81849, Lin¬ 
coln, NE 68501. Authority sought to op¬ 
erate as a common carrier, by motor ve¬ 
hicle. over irregular routes, transport¬ 
ing: Television sets, radios, phono¬ 
graphs. stereo systems recorders, play¬ 
ers, recording material, television stands, 
speaker systems, and audio equipment, 
accessories, components, materials, sup¬ 
plies, and equipment used In the manu¬ 
facture. production and distribution of 
the above commodities, from Blooming¬ 
ton, Indiana to Davenport and Des 
Moines, Iowa; Springfield. Missouri; Ft. 
Smith and Little Rock. Arkansas; and 
Oklahoma City, Oklahoma. 

Not*.—A pplicant hold* motor contract 
carrier authority in No. MC 138003 and sub 
numbers thereunder, therefore dual opera¬ 
tions may be Involved. If a hearing Is deemed 
necessary, applicant requests It ho held at 
either Bloomington, Indiana or Lincoln, Ne¬ 
braska. 

No. MC 141027 (Sub-No. 3). filed May 
26. 1977. Applicant: ARMOND L IIART, 
doing business as PETE HART TRUCK¬ 
ING, 3328 North Or&ntlond Avenue, 
Fresno. Calif. 93711. Applicant's repre¬ 
sentative: Edward L Fanucchi, 2409 
Merced Street. Suite 3, Fresno, Calif. 
93721. Authority sought to operate as a 
contract carrier, by motor vehicle, over 
irregular routes, transporting: Onion 
and garlic planting and harvesting ma¬ 
chines. transported on lowbod trailers 
specially built to accommodate shipper's 
equipment, between points in California, 
and Nevada, under a continuing contract 
or contracts with Gilroy Foods, Inc. 

Norn—If a hearing Is deemed necessary, 
the applicant requests it be held at Fresno. 
Calif. 


No. MC 141033 (Sub-No. 24). filed May 

25. 1977. Applicant: CONTINENTAL 
CONTRACT CARRIER CORP., P.O. Box 
1257. City of Industry, CA 91749. Appli¬ 
cant's representative: R. A.Peterson.P.O. 
Box 81849, Lincoln, NB 60581. Authority 
sought to operate as a common carrier . 
by motor vehicle, over irregular routes, 
transporting: General commodities (ex¬ 
cept those of unusual value. Classes A 
and B explosives, commodities in bulk, 
household goods as defined by the Com¬ 
mission. and those requiring special 
equipment). which arc at the time mov¬ 
ing on bills of hiding of freight forward¬ 
ers under part IV of the Interstate 
Commerce Act, (1) from Atlanta. OA; 
Charlotte, NC; Greensboro. NC; Green¬ 
ville, SC; Lynchburg. VA; Norfolk. VA 
and Nashville, TN. to Memphis. TN and 
points In Arizona, California, Washing¬ 
ton and Oregon and. (2) from Memphis. 
TN to points In Arizona, California. 
Washington and Oregon. 

Not*.—A pplicant hold* contract carrier 
authority In No. MC-124796 <8ub-No. II) 
and subs thereunder, therefore dual oper¬ 
ation* may be Involved. Common control 
may be Involved. If a hearing is deemed 
necessary, applicant requests that It be held 
at Washington, DC or Memphis, Tenn. 

No. MC 141124 (Sub-No. 4), filed May 

26. 1977. Applicant: EVANGELIST 
COMMERCIAL CORPORATION. P.O. 
Box 1709. Wilmington, Delaware 19899, 
Applicant's representative: Boyd B. Fer¬ 
ris. 50 West Broad Street, Columbus. 
Ohio 43215. Authority sought to operate 
as a common carrier , by motor vehicle, 
over irregular routes, transporting: (l) 
Paper and paper products, from Ludlow 
and Covington. Kentucky to points In 
Pennsylvania. Maryland. Delaware. New 
Jersey, New York. Connecticut, Massa¬ 
chusetts. Rhode Island, Now Hampshire. 
Vermont. Virginia, Maine, and the Dis¬ 
trict of Columbia; and (2) rejected and 
returned shipments and commodities 
used in the manufacture of paper and 
paper products, (except commodities in 
bulk). from points In Pennsylvania. 
Maryland. Delaware. New Jersey. New 
York, Connecticut. Massachusetts, Rhode 
Ldand, New Hampshire. Vermont, Vir¬ 
ginia. Maine, and the District of Colum¬ 
bia. to Ludlow and Covington, Kentucky. 

Not*.—I f a hearing Is deemed necessary, 
tbs applicant request# it be held at Colum¬ 
bus. Ohio. 

No, MC 141124 (Sub-No. 5), filed May 
26. 1977. Applicant: EVANGELIST 

COMMERCIAL CORPORATION. P.O. 
Box 1709. Wilmington. Del. 19899. Appli¬ 
cant's representative: Boyd B. Ferris, 60 
West Broad Street. Columbus, Ohio 
43215. Authority sought to operate as a 
common carrier, by motor vehicle, over 
Irregular routes, transporting: Asbes¬ 
tos—cement roofing and siding. and 
accessories and supplies (except com¬ 
modities in bulk). between Wlndgap, Pa., 
on the one hand. and. on the other, 
points in the United States (except 
Alaska. Hawaii, Connecticut, Delaware, 
Maine, Maryland, Massachusetts, New 
Hampshire. Florida, Georgia. North 
Carolina. South Carolina, New Jersey. 
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New York. Rhode Island, Vermont, and 
the District of Columbia). 

Not*.— If a hearing 1* deemed necessary, 
applicant request* It be held at Columbus, 
Ohio 

No. MC 141177 (Sub-No. 4>. filed May 
26, 1977. Applicant: RICK’S DELIVERY 
SERVICE. INC. 6 W<*t Alexandria Av¬ 
enue. Va. 22301. Applicant's representa¬ 
tive Patrick McEllgot. 700 World Center 
Building. 918 16th St.. NW.. Washington. 
D.C. 20006. Authority sought to operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting: Ra¬ 
diopharmaceutical*. radioactii>e drugs, 
medical Isotopes, medical test kits, and 
related supplies and accessories, between 
tile Baltimore-Washington International 
Airport located at or near Baltimore. Md.. 
on the one hand, and, on the other, 
points in Maryland. Virginia, and the 
District of Columbia. Restricted against 
the transportation of shipments having 
on Immediately prior or subsequent 
movement by air. 

Ncmc—If a hearing b» deemed ueoe*®ary. 
the applicant request* that It be held in 
Washington. DC or Ballimore. Md. 

No. MC 141410 (Sub-No. 4). filed May 
31. 1977. Applicant: BLACK ANGUS. 
INC.. P.O. Box 8780, Jackson. Miss. 
39202. Applicant’s representative: Mor¬ 
ton E. Kiel, Suite 6193, 5 World Trade 
Center. New York, N.Y. 10018. Authority 
sought to operate as a contract carrier. 
by motor vehicle, over Irregular routes, 
transporting: Agricultural insecticides 
or fungicides , organic Phosphate com¬ 
pound mixtures . and weed killing com- 
pounds (except in bulk In tank vehicles> 
between Leland. Miss, and McIntosh, 
Ala., on the one hand. and. on the other, 
points In the United States (except 
Hawaii and Alaska), under contract 
with Olin Corporation located at Little 
Rock. Ark 

Not*.—U a hearing I* deemed necessary, 
applicant requests that it be held at LltUe 
Rock. Ark. 

No. MC 141618 (Sub-No. 3», filed May 
23. 1977. Applicant: DAVID C. BURNS, 
doing business as DAVID C. BURNS 
TRUCKING, 1146 East Main St.. Casa 
Grande, Ariz. 85222. Applicant's repre¬ 
sentative: Donald E. Fcmaays. Suite 
320. 4040 East McDowell Road. Phoenix, 
Arizona 85008. Authority sought to oper¬ 
ate as a contract carrier, by motor vehi¬ 
cle. over irregular routes, transporting: 
Cellulose Insulation (except In bulk), 
from the plant sites and facilities of Col¬ 
lier Insulation Company, Inc. at Glen- 
dale and Tolleron, Arizona to points in 
that part of California, in and south of 
the counties of San Francisco. Contra 
Costa. San Joaquin. Tuolumne and 
Mono., under a continuing contract, or 
contracts, with Collier Insulation Com¬ 
pany. 

Nor*.—If a hearing la deemed necessary, 
th* applicant requests It be held at Phoenix, 
Art*. 

No. MC 142343 (correction). (Sub-No. 
1). filed April 25. 1977, published In the 
Federal Register issue of May 19. 1977, 


republished as corrected this issue. Ap¬ 
plicant: JOSEPH MAORI doing busi¬ 
ness as J & M TRUCKING. 8237 West 
Mexico, Lakewood, Colorado 80226. Ap¬ 
plicant’s representative: John T. Wirth, 
2310 Colorado State Bank Building. 1600 
Broadway. Denver, Colorado 80202. Au¬ 
thority sought to operate as a contract 
carrier, by motor vehicle, over irregular 
routes, transporting: Offal in bulk; and 
dead animals, hides, fat, bones, grease, 
and liquid blood . From points in Ari¬ 
zona. Colorado. Idaho. Kansas, Nebras¬ 
ka. New Mexico. Oklahoma. South Da¬ 
kota. Texas. Utah and Wyoming, to Den¬ 
ver, Colorado. Restricted to traffic origi¬ 
nating at or destined to the facilities 
utilized by Denver Recycling Co., and 
under a continuing contract or contracts 
with Denver Recycling Co. 

Note.-— The purpose of this republJcatlon 
Is to correct the commodity description In 
this proceeding. If a hearing la deemed nec¬ 
essary. the applicant requests that it be held 
at Denver. Colo. 

No. MC 142476 (Sub-No. 1). filed May 
26. 1977. Applicant: ACE INDUSTRIES. 
INC. d.b.a. ACE COURIER L EXPEDIT¬ 
ING SERVICE. 282 South Potomac 
Street. Hagerstown. Md. 21740. Appli¬ 
cant’s representative: Edward N. Button. 
1329 Pennsylvania Avenue. Post Office 
Box 1417, Hagerstown. Md. 21740. Au¬ 
thority sought to operate as a comynon 
carrier, by motor vehicle, over irregular 
routes, transporting: General commodi¬ 
ties (except classes A and B explosives, 
commodities in bulk and commodities 
requiring special equipment), between 
Hagerstown, Md., on the one hand, and, 
on the other, points in New York, New 
Jersey. Pennsylvania. Virginia, Ohio. 
Maryland. West Virginia, and the Dis¬ 
trict of Columbia, restricted against 
handling shipments of packages or arti¬ 
cles weighing in the aggregate more 
than 5.000 lbs., from any one consignor 
to one consignee on any one day. 

Note.— If a hearing ia deemed necessary, 
the applicant rcqucut* it be held at Hagers¬ 
town. Md, 

No. MC 142600 <8ub-No. 1), filed 
May 31. 1977. Applicant: DIXIE-WEST 
EXPRESS. INC.. P.O. Drawer L. Petal, 
Miss. 39465. Applicant’s representative: 
William P. Jackson, Jr., 3426 North 
Washington Boulvard. P.O. Box 1267. 
Arlington. Va. 22210. Authority sought 
to operate as a contract carrier by motor 
vehicle, over Irregular routes, transport¬ 
ing: Resins, and compounds and pro¬ 
ducts thereof: and such other commodi¬ 
ties as are manufactured and distributed 
by chemical manufacturers (except in 
bulk) in vehicles equipped with me¬ 
chanical refrigeration, from the facilities 
of Hercules Incorporated located at or 
near Hattiesburg. Miss., to points in 
Arizona. California. Colorado, New Mex¬ 
ico, Oregon and Washington, under a 
continuing contract or contracts with 
Hercules Incorporated. 

Note —If a hearing U deemed neceaHary. 
the applicant request* It be held at Mobile, 
Ala 


No. MC 142765 (Sub-No. 3), filed 
May 27. 1977. Applicant: AMERICAN 
TRANSPORTATION CORPORATION. 
P.O. Box 2379. Trenton, N.J. 08601 Ap¬ 
plicant’s representative: Mel P. Booker 
Jr., 118 North Street. Asaph Street. 
Alexandria, Va. 22314. Authority sought 
to operate os a contract carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: Coatings and sealers and materia/i, 
equipment and supplies, used or useful 
in the manufacture, distribution or sale 
of such commodities, between the facili¬ 
ties of Cosmicoat. Inc., located at or near 
Ewing Township, N.J., on the one hand, 
and, on the other, points in ConnecUcu*, 
Delaware, Maine. Maryland. Massachu¬ 
setts. New Hampshire, New Jersey. No* 
York. North Carolina. Pennsylvania 
Rhode Island. Virginia, Vermont, Wes* 
Virginia and the District of Columbm. 
restricted against the transportation J 
commodities in bulk, and under a con¬ 
tinuing contract or contracts with Oosrtu- 
coat. Inc. 

Note.—I f a hearing U deemed nRcarwiur. 
the applicant request* that It be held hi 
either Trenton. NJ. or the District of 
Columbia. 

No. MC 142811 (Sub-No. 1). filed 
May 23. 1977. Applicant: S. R. I. 

TRUCKING CO., A Corporation, 1000 
North Cindy Lane, Carpinteria, Califor¬ 
nia 93013. Applicant’s representative: H 
Y. Schureman. 1545 Wilshire Boulevni 3, 
Los Angeles. California 90017. Authority 
sought to operate as a contract carrier, 
by motor vehicle, over irregular routes, 
transporting restaurant supplies; food¬ 
stuffs: fats and oils <except in bulk>; 
and furniture and fixtures; and shell¬ 
fish. poultry, fresh produce, and fish . 
normally exempt from economic reguln- 
tlon under Section 203(b) of the Inter¬ 
state Commerce Act. when moving in 
mixed loads with restaurant supple*, 
foodstuffs, fats and oils (except In bulk», 
and furniture and fixtures, (1> from the 
w r archouse facilities of Sambo’s Restau¬ 
rants. Inc. in Carpintcria, California and 
Florence. Kentucky to points in the 
United States (except Alaska and 
Hawaii): (2) from points in the Unit’d 
States (except Alaska and Hawaii) to 
the warehouse facilities of Sambo’s 
Restaurants. Inc. in Corpinterla. Califor¬ 
nia and Florence, Kentucky: and <3» be¬ 
tween the warehouse facilities of 8aru- 
bo’s Restaurants. Inc. In Carpintcria. 
California, on the one hand, and. on the 
other, the warehouse facilities of Bum¬ 
bo’* Restaurants, Inc. in Florence. 
Kentucky, under a continuing contra* t. 
or contract*?, with Sambo’s Restaurant'. 
Inc. 

Norm.— If a hearing 1* deemed necessary* 
tha applicant request* It be held at L* 
Angela*. California. 

No. MC 142833 (Sub-No. 2», 

May 26. 1977. Applicant: CLEARVIFU' 
MOTOR CO.. INC., 3120 Clearvicw Park¬ 
way. Metairie. La. 70002. Applicants 
representative: Harold R. Ainsworth, 
2307 American Bank Building, New 
Orleans. La. 70130. Authority sought to 
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operate as a common carrier by motor 
vehicle, over Irregular routes transport¬ 
ing: Wrecked or disabled motor vehicles 
by use of wrecker equipment, between 
New Orleans. La, and points In St. John 
the Baptist Parish, La., on the one hand, 
and, on the other, points In Alabama. 
Arkansas. Florida, Georgia. Mississippi, 
Tennessee, and Texas. 

None.—If a hearing is deemed necr-wairy. 
the applicant request* It be held at New 
Orleans, Liu 

No. MC 142857 (Sub-No. 2>. filed 
May 31, 1977. Applicant: MCC TRANS¬ 
PORTATION COMPANY. INC.. 1311 
West Seventh Street. Little Rock. Ar¬ 
kansas 72201. Applicants representa¬ 
tive: Eugene T. Llipfert, Suite 1000. 1660 
L Street NW., Washington. D.C. 20036. 
Authority sought to operate as a con¬ 
tract carrier . by motor vehicle, over ir¬ 
regular routes, transporting: Unfrozen 
bakery products, and equipment . mate - 
rials and supplies used in the manufac¬ 
ture or distribution of unfrozen bakery 
products, between the plant site of 
Meyer’s Bakeries, Inc., at or near Or¬ 
lando. Fla., on one hand, and. on the 
other hand, points in Alabama. Arkan- 
sas, Georgia. Louisiana. Mississippi. 
North Carolina. South Carolina. Tennes¬ 
see and Texas, under a continuing con¬ 
tract or contracts with Meyer's Bakeries. 
Inc., located at Little Rock, Ark. 

None.—If a hearing is deemed ne rtaary. 
rv.<plleant requeaU that It be held at UtUe 
r‘“ck. Ark. or Washington. D.C. 

No. MC 142971 i8ub-No 1), filed 
May 26, 1977. Applicant: PfcW TRANS¬ 
PORT CO.. INC., 37 River Road. Cam- 
uen, N.J. 08105. Applicant’s representa¬ 
tive: Robert B. Pepper. 168 Woodbrldge 
Avenue, Highland Park. N.J. 08904. Au¬ 
thority sought to operate as a contract 
carrier , by motor vehicle, over irregular 
routes, transporting Wooden and Plastic 
Cabinets, and materials and supplies. 
used in the manufacturing, sale, and in¬ 
stallation thereof (except in bulk), be¬ 
tween Lakewood. N.J., on the one hand, 
and. on the other, points In New York, 
Connecticut. Delaware. Maryland, Maine. 
Massachusetts. New Hampshire. Penn¬ 
sylvania, Rhode Island. Vermont, and 
the District of Columbia, under a con¬ 
tinuing contract or contracts with Excel 
Wood Products Co.. Inc., located at 
Lakewood. N.J. 

Non —If a I tearing i* Urrmcd necev-rary. 
applicant w jurat* it be r*»ld at Philadelphia. 
I’a . or HeW York. N.Y . 

No. MC 143046 «Sub-No. 3). Hied 
May 27. 1977 . Applicant: GERALD E. 
CARPENTER. Rural Route No. 2. Box 
241, Maxwell, Iowa 50161. Applicant's 
representative: Thanuu E. Leahy. Jr.. 
1980 Financial Center. Des Moines. Iowa 
50309. Authority sought to operate as a 
contract carrier over irregular routes 
transporting: Liquid soil conditioner* 
and liquid fertilizers tn bulk, from the 
plsntsite and storage facilities of Car¬ 
penter Sales. Inc., located at Bondurant. 
Iowa, to points in Alabama, Arizona. Ar¬ 
kansas. California, Connecticut. Dela¬ 
ware, Florida. Oeorgia. Illinois. Indiana, 


Kansas, Kentucky. Louisiana. Maryland. 
Massachusetts. Michigan, Minnesota. 
Mississippi. Missouri. Nebraska, New 
Hampshire. New Jersey. New Mexico. 
New York. North Carolina. Ohio, Okla¬ 
homa. Oregon. Pennsylvania, Rhode Is¬ 
land. South Carolina. South Dakota. 
Tennessee, Texas, Vermont, Virginia, 
and Wisconsin, under a continuing con¬ 
tract or contracts with Carpenter Sales. 
Inc. , 

Noth —If n bearing H dermed necessary, 
the applicant request* it be held ai either 
Chicago. Ill. Mlnneapohft. Minn . Omaha. 
Nebr or Kansas City. Mo. 

No. MC 143088 <Sub-No 1 >, filed 
May 26. 1977. Applicant: ROBERT 

TARBOX. d b a. TARBOX TRUCKING. 
Johnson Heights. Pa. 16912. Applicant's 
representative: S. Berne Smith. 100 
Pine Street. P.O. Box 1166, Harrisburg. 
Pa. 17108. Authority is sought to operate 
as a common carrier . by motor vehicle 
over irregular routes, transporting: an¬ 
imal and poultry feed and feed ingredi¬ 
ents. from Bremen. Frankfort and 
Syracuse. Ind.; Bellevue. Fostoria. Day- 
ton. Delphos, and Clrrleville. Ohio. Ark- 
port and Castile. N.Y.: and Camp Hill 
and Hampden Township. (Cumberland 
County>. Pa., to points in Delaware. 
Maryland. New Jersey. New York, and 
Pennsylvania. 

Nora—If a hearing t» deemed necratutry. 
applicant requenU that It be held at Syra¬ 
cuse N Y Hnrriabor^. p* or Washington. 
DC. 

No. MC 143103 < Sub-No 1 >, filed May 
27. 1977. Applicant: CHEROKEE LINES. 
INC., P.O. Box 152. Cushing. Okla. 74023. 
Applicant's representative: Donald L. 
Stern. 8uitc 530 Univac Building. 7100 
West Center Road. Omaha, Nebr. 68106. 
Authority sought to operate as a contract 
carrier, by motor vehicle, over irregular 
routes, transporting: Cured, preserved 
meats, in packages, from the plantsitc 
and storage facilities of Land O'Frost, 
Inc., located at Scarry. Ark., to points in 
California, Oregon, Washington, Idaho. 
Montana, Utah. Colorado. Wyoming, 
Arizona, and Nevada, under a continuing 
contract or contracts with Land O'Frost. 
Inc. 

Nome.—If a hearing U deemed iirccaaary. 
the applicant requaiU It be held ai Chicago. 
Til. 

No. MC 143183 (Sub-No. 2>. filed May 

26. 1977. Applicant: L. M. ROACH, d.b.a. 
DLL TRUCKING COMPANY. Post Of¬ 
fice Box 1741. Wilmington, N.C. 28401. 
Applicant's representative: Ralph Mc¬ 
Donald. Post Office Box 2246, Raleigh. 
N.C. 27602. Authority sought to operate 
tia a common carrier . by motor vehicle, 
over irregular routes, transporting dry 
fertilizer and fertilizer materials. In 
bulk, in dump vehicles: from points In 
New Hanover. Columbus, and Brunswick 
counties. N.C., to points in South Caro¬ 
lina. 

Koto.—I f a hearing la deemed neceeeary. 
Applicant rrqueata that It be held at 
Wilmington, or Raleigh. N C. 

No. MC 143222 (Sub-No. 2). filed May 

27. 1977. Applicant: SHIFLET TRUCK¬ 


ING. INC.. 12 Patricia Lane. Sicklerville, 
N.J. 08081. Applicant’s representative: 
Pritx R. Kahn. Suite 1000. 1660 L Street 
NW.. Washington, D.C. 20036. Authority 
sought to operate as a contract carrier. 
by motor vehicle, over Irregular routes, 
transporting: (1) Wines and liqueurs, in 
containers, from ports in the New York 
City Commcrcia , . Zone, to the facilities of 
Banfi Products. Inc. located at Farming- 
dale. N.Y., (2) wines and liqueurs in ve¬ 
hicles equipped with mechanical refrig¬ 
eration. from the facilities of Banfi Prod¬ 
ucts. Inc. located at Parmingdaie. N.Y., 
to wholesale distributors of wine and 
liqueurs located at points In the United 
States including Alaska, but excluding 
Hawaii with unlimited intermediate 
stop-offs; and (3) wines in vehicles 
equipped with mechanical refrigeration, 
from wineries at San Jose. Rippon, and 
Modesto. Calif., to the facilities of Banfi 
Products. Inc. located at Farmingdalc. 
N.Y. with unlimited intermediate stop- 
offs, under a continuing contract or con¬ 
tracts with Banfi Products. Corp . located 
at Parmingdaie, N.Y. 

Noth.— Common control may b* involved 
If a hearing la deemed necessary, applicant 
requeeta that It be held In Trenton. NJ. 
New York. N T. or Waahtngton. D.C. 

No. MC 143241 (Sub-No. 2), filed May 
27. 1977. Applicant: SUBURBAN 

TRUCKING. INC., 500 Hazlc Avenue. 
Wilkes-Barre. Penna. 18702. Applicant's 
representative: John W. Frame. Box 626, 
2207 Old Gettysburg Road, Camp Hill. 
Pennn. 17011. Authority sought to oper¬ 
ate as a common carrier, by motor ve¬ 
hicle. over irregular routes, transporting: 
d) Such merchandise as is dealt tn by 
retail department stores (except com¬ 
modities in bulk»; and <2> advertising 
matter, premiums, catalogs, sales bro¬ 
chures. printed matter, and materials 
and supplies used in the manufacture 
and distribution of the above-named 
commodities, between Exeter, Pcnna. 
and points in its Commercial Zone as de¬ 
fined by the Commission, on the one 
hand. and. on the other, points in the 
United States (except Alaska and Ha¬ 
waii). restricted to traffic originating at 
or destined to the plantsites or facilities 
of Jcwelcor, Inc. and Suburban Pub¬ 
lishers. a subsidiary of Jewelcor. Inc., at 
or near Exeter, Pa. 

Noth. —Applicant ho& contract carrier au¬ 
thority pending in No. MC 140777, therefore, 
dual operation* may be Involved If a hearing 
la deemed neccoaory, applicant requenia it be 
held at Harrisburg. Pa 

No. MC 143242 (Sub-No. 1), filed May 
10. 1977. Applicant: MART LINES. INC . 
311 17th Street, Jersey City. N.J. 07306. 
Applicant's representative: John P. 
Tynan. P.O. Box 1409.167 Fairfield Road, 
Fairfield. N J. 07006. Authority sought 
to operate os a contract carrier, by motor 
vehicle, ovc.r irregular routes, transport¬ 
ing: Such Commodities as is dealt in by 
retail department stores, (1) between 
Storage and Distribution Center of Mam¬ 
moth Mart at Somerville. Mass, and New 
York, N.Y. and its Commercial Zone and 
Jersey City. N.J.; (2) between the Dis¬ 
tribution Center of Mammoth Mart, 
Somerville. Moss, and stores of Mam- 
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moth Mart located In Maryland. North 
Carolina, and the District of Columbia 
and the Distribution Center of Mam¬ 
moth Mart at Charlotte. N.C.; (3) be¬ 
tween the Jersey City. N.J. Consolidated 
and Distribution Center of Mammoth 
Mart located at Jersey City. NJ. and 
stores of Mammoth Mart located In 
Maryland. N.C., the District of Columbia 
and the Distribution Center of Mam¬ 
moth Mart located at Charlotte. N.C.; 
and (4) between the stores of Mammoth 
Mart located in Maryland and North 
Carolina and the Distribution Center of 
Mammoth Mart located at Charlotte. 
N.C., Under a continuing contract with 
Mammoth Mart. Inc. of W. Bridgewater. 
Mass. 

Ncrr».—If a hearing Is deemed necessary. 
Applicant request* hearing at Newark. N J 
or New York. N Y. 

No. MC 143316. filed May 25. 1977. 
Applicant: SUMNER STROYMAN and 
RENEE RICHMOND, a partnership, do¬ 
ing business as COMPORT TRANSPOR¬ 
TATION CO.. 30 Howard Street. Somer¬ 
ville. Mass. 02144. Applicant’s repre¬ 
sentative: Henry U. Snavely, 410 Pine 
Street. Vienna. Va. 22180. Authority 
sought to operate as a contract carrier. 
by motor vehicle, over irregular routes, 
transporting: (1) Sleeping bags, com¬ 
forters . and pillows, and (2) commodi¬ 
ties used in the manufacture and dis¬ 
tribution of the commodities in (1) above 
(except In bulk), between the facilities 
of Comfort Pillow & Feather Co., lo¬ 
cated in Middlesex County. Mass., on 
the one hand. and. on the other, points 
in the United States (except Alaska and 
Hawaii), under a continuing con true t or 
contracts with Comfort Pillow & Feather 
Co., located at Somerville. Mass. 

Note.—I f a hearing 1* deemed necessary, 
applicants request that It be held at Bo*ton. 
Mass 

No MC 143331 «Sub-No. filed 

June 2, 1977. Applicant: FREIGHT 

TRAIN TRUCKING, INC., 4906 E. Comp¬ 
ton Bird.. P.O. Box 817. Paramount. 
Calif. 90723. Applicant’s representative: 
William J. Monhciin, 16942 Whittier 
Blvd.. Suite 106. P.O. Box 1756. Whittier. 
Calif. 90609. Authority sought to operate 
as a contract carrier, by motor vehicle, 
over irregular routes, transporting: 
Plastic bottle or can carriers, from Ful¬ 
lerton. Calif., to Casa Grande, Phoenix 
and Tucson. Arlz.. and Portalcs, N. Mex.. 
under a continuing contract, or con¬ 
tracts. with Hi-Cone Division. Illinois 
Tool Works, Inc., located at Fullerton, 
Call!. 

Note — If a hearing is deemed neeeseary. 
Applicant requests that it be held at Los 
Angeles. Calif 

No. MC 143338. Hied May 17, 1977 . 
Applicant: MAURICE GUILLEMETTE. 
INC., St. Gregolre. Ntcolct County. Que¬ 
bec. Canada. Applicant s representative: 
Robert D. Schuler. 100 West Long Lake 
Road. Suite 102. Bloomfield Hills. Mich. 
48013. Authority sought to operate as a 
con tract carrier . by motor vehicle, over 
irregular routes, transporting: (1) Dog 


or cat food, in cans or packages, from 
ports of entry on the International 
Boundary line between the United States 
and Canada located on the St. Clair 
River, to points in Michigan: and (2) 
inedible meat and by-products of meat . 
from points in Michigan, to ports of 
entry on the International Boundary 
line between the United States and 
Canada located on the St. Clair River, 
restricted in (1) and (2) above to ship¬ 
ments originating at or destined to points 
in Quebec. Canada, under a continuing 
contract, or contracts, with Jean Demers, 
Inc. of Gentllly. Quebec. Canada. 

Note.—I f a hearing la deemed necessary, 
the applicant request* It be held at Wash¬ 
ington. DC 

No. MC 1940 • Sub-No. 43>. Hied May- 
13, 1977. Applicant: TRAILWAYS OF 
NEW ENOLAND. INC.. 1200 Eye Street. 
North West, Washington. DC. 20005. 
Applicant’s representatives: D. Paul 
Stafford, 1500 Jackson Street. Suite 422, 
Dallas, Texas 75201. Authority sought to 
operate as a common carrier, by motor 
vehicle, over regular route, transporting: 
Passengers and their baggage in the 
vehicle w ith passengers, in special opera¬ 
tions, <1> From all points on the pres¬ 
ently authorized regular routes of Ap¬ 
plicant (a a set forth in MC-1940 and 
Sub-Nos. 17. 20, 31, 34. 35, 37. 39, and 
41 extending generally from New York. 
New York on the south, to Portland. 
Maine and Berlin, New Hampshire on 
the north. Springfield. Massachusetts on 
the w-esL to Boston. Massachusetts on 
the east) to Atlantic City. New Jersey: 
from points on the presently authorized 
routes of Applicant via all presently au¬ 
thorized routes of Applicant to New 
York. New York, thence over Interstate 
Highway 495 to junction New Jersey 
turnpike, thence over New Jersey turn¬ 
pike to Junction access Highway at in¬ 
terchange No. 11, thence over access 
Highway to junction Garden State Park¬ 
way, thence over Garden State Parkw ay 
to junction Atlantic City Expressway, 
thence over Atlantic City Expressway to 
Atlantic City, New Jersey, and return 
over the same route, serving all inter¬ 
mediate points on the presently author¬ 
ized routes of Applicant, and serving no 
intermediate points on Interstate High¬ 
way 495. New Jersey turnpike, access 
Highway. Garden State Parkway, and 
Atlantic City Expressway; (2) from 
junction Sunnyslde Boulevard and New 
York Highway 495 at exit 46 to Atlantic 
City. New- Jersey; from Junction Sunny- 
side Boulevard and New York Highway 
495 at exit 46 via New York Highway 
495 to Junction Interstate Highway 278. 
thence over Interstate Highway 278 via 
the Verrazano Narrows Bridge and the 
Gocthals Bridge to Junction Interstate 
Highw ay 95. thence over Interstate High¬ 
way 95. to Junction Garden State 
Parkway, thence over Garden State 
Parkway to junction Atlantic City Ex¬ 
pressway. thence over Atlantic City Ex¬ 
pressway to Atlantic City. New Jersey, 
and return over the same route, serving 
no Intermediate points. 


Note. —If a heartug la deemed necessary, 
Applicant requests that It be held at either 
New York, New York, or Boston. Mjuv.'m 
chusetu. Common control may be Involved 

No. MC 47786 (Sub-No. 6). filed Apnl 
27. 1977. Applicant: ROSSMEYER L 
WEBER, INC., doing business as RAR¬ 
ITAN VALLEY BUS SERVICE. P.O. Box 
312. Metuchen. New Jersey 08040. Appli¬ 
cant’s representative: Robert E. Gold¬ 
stein, 8 West 40th Street, New York. New 
York 10018. Authority sought to operate 
as a common carrier . by motor vehicle, 
over irregular routes transporting pas¬ 
sengers and their baggage in the same 
vehicle with passengers from New York 
New York to Vermont and Maine and 
return, in charter operations. 

Note. —Applicant propooea to Join thin 
authority with Its authority authorlr.u 
charter operations from New York to New 
H.unpohlre. Maine. Rhode Inland. Connecti¬ 
cut, New York, New Jersey, Delaware, Penn¬ 
sylvania, Ohio, Nebraska, Maryland, the 
District of Columbia, and return. If a heur 
Ing tm deemed necessary, applicant requeou 
that It be held at New York. New York 

No. MC 61016 (Sub-No. 46). hied May 
25, 1977. Applicant: PETER PAN BUS 
LINES. INC.. 1776 Main Street, Sprim 
field. Mass. 01103. Applicant's represent¬ 
ative: Frank Daniels. 15 Court Sq., Bos¬ 
ton. Mass. 02108. Authority sought to 
operate as a common carrier . by motor 
vehicle, over irregular routes, transport¬ 
ing: Passengers and their baggage in 
special operations, beginning and ending 
at points in Hampden, Hampshire and 
Berkshire Counties. Mass., and extending 
to Atlantic City. N J. 

Note. —If a hearing la deemed nooew»av 
applicant request* It be held at Sprlngftr'.d 
Maaa 

No. MC 99581 <Sub-No. 4) (Corm- 
Uon). filed May 5, 1977. published in the 
Federal Register issue of June 16, 1977 
republished as corrected this issue. Ap- 
licant: HORACE SIMMONS, doing busi¬ 
ness ns VACA VALLEY BUS UNF.S 
321 State St.. Fairfield. Calif. 94533. Ap¬ 
plicant’s representative: Daniel W 
Baker. 100 Pine St.. San Francisco. Call!. 
94111. Authority sought to operate as a 
common carrier , by motor vehicle, over 
Irregular routes, transporting: Passen¬ 
gers and baggage of passengers w the 
same vehicle with passengers, in special 
and charter operations, from and to the 
following points or areas: Between points 
in Contra Costa County and those point* 
in Alameda County on. north and east 
of the following highways, including »*! 
points within 3 miles of said highway.* 
Interstate Highway 680 between the 
Alameda-Contra Costa County Bound¬ 
ary Line and junction with State High¬ 
way 84; State Highway 84, between Junc¬ 
tion with Interstate Highway 680 and 
Junction with Tesla Road: Tesla Road 
between Junction with State Highway «4 
and the Alameda-San Joaquin County 
Boundary Line; and Dublin and Liver¬ 
more. Calif., on the one hand. and. on 
the other, points in the United State*, 
including Alaska (except Haw-ail>. 
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Son: The purpose oX Ihia repubUcation is 
to ameud the territorial dettcrlptlan la this 
proceeding. If a hearing is deemed necessary, 
applicant requests It be held at San Fran¬ 
cisco. Calif. 

No. MC 143333. filed May 31. 1977. Ap¬ 
plicant: BERRY TRANSPORTATION 
CO.. INC.. Walnut Ave.. No. Hampton. 
NH 03862. Applicant's representative: 
Shaun O. Berry (same address as appli¬ 
cant!. Authority sought to operate as a 
common carrier by motor vehicle, over 
irregular routes. In the transportation of 
passengers and baggage in the same ve¬ 
hicle with passengers in round trip 
charter operations, beginning and end¬ 
ing at points on and east of Route 125 
located in Rockingham and Strafford 
Counties. New Hampshire and extending, 
to points in Connecticut, District of Co¬ 
lumbia, Maine, Massachusetts, New 
Hampshire, New Jersey. New York. 
Pennsylvania. Rhode Island and Ver¬ 
mont. 

Nora: If a hearing U deemed neewnary, 
thr applicant requests It be held at either 
Portsmouth. N.H . Exeter. N.H.. or Concord, 

KH 

No. MC 143335. filed May 26. 1977. Ap¬ 
plicant: CONCORD COACH IJNES 
LTD., 4706 50th St.. Lloydmlnster. Sas¬ 
katchewan. Canada S9V OM7. Appli¬ 
cant’s representative: Ronald Carlyle 
Harris (same address as applicant). Au¬ 
thority sought to operate as a common 
currier , by motor vehicle, over Irregular 
routes, transporting: Passengers and 
their baggage in the same vehicle with 
p Lof-ngera. in round trip charter opera¬ 
tions beginning and ending at all ports 
of entry on the International Boundary 
line between the United States and Can¬ 
ada. and extending to points in the 
United States, including Alaska, but ex¬ 
cluding Hawaii. 

Not*: If a bearing 1* deemed accessary, 
the applicant request* that It be held at 
either Billing*. Mont, or Fargo. N. Dak 

Finance Applications 

NOTICE 

The following applications seek ap¬ 
proval to consolidate, purchase, merge, 
lease operating rights and properties, or 
acquire control through ownership of 
stock, or rail carriers or motor carriers 
pursuant to Sections 5(2) or 210a(b) of 
the Interstate Commerce Act. 

An original and two copies of protests 
against the granting of the requested 
authority must be filed with the Com- 
nhsrdon within 30 days after the date of 
this Federal Register notice. Such pro¬ 
tests shall comply with Special Rules 240 
to or 240(d) of the Commission's Oen- 
<*al Rules of Practice (49 CFR 1100.240) 
and shall include a concise statement of 
Protestant's Interest In the proceeding. A 
copy of the protest shall be served con¬ 
currently upon applicant's representa¬ 
tive. or applicant. If no representative is 
named. 

No. MC-F-13216, (Correction! (CALI- 
foknia AND WESTERN STATES 
AMMONIA TRANSPORT. INC.. d/b/A 
CALIFORNIA AMMONIA TRANSPORT, 


INC.—Purchase iportion»—Allyn Trans¬ 
portation Company, published in the May 
26.1977 issue of the Federal Register on 
pages 27104 and 27105. Previous notice 
excluded a portion of the operating au¬ 
thority to be transferred which is: 
Liquified Petroleum gas In tank truck¬ 
loads, minimum 2,500 gallons over regu¬ 
lar routes from Kingsman, Arizona, to 
Flagstaff. Arizona, serving all interme¬ 
diate points and off-route points within 
ten miles of the specified highway, re¬ 
stricted to delivery’ only: From King- 
mnn over U.6. Highway 66 to Flagstaff, 
and return over the same* route: From 
Wlckenburg. Arizona, to Flagstaff. Ariz¬ 
ona, serving all Intermediate points and 
off-route points within ten miles of the 
specified highways restricted to delivery 
only; From Wlckenburg over UB. High- 
way 99 to Prescott. Arizona and thence 
over Alternate UB. Highway 89 to Flag¬ 
staff, and return over the same route, 
with no transportation for compensa¬ 
tion except as otherwise authorized. 
Liquified petroleum gas. in minimum 
lots of 2.500 gallons over regular and ir¬ 
regular routes from California points to 
Coaldale. Beatty, and Boulder City. 
Nevada. Kingman. Phoenix, and No¬ 
gales. Arizona and points at the bound¬ 
ary of the United States and Mexico, 
as follows: From points within 40 miles 
of City HalL Los Angeles. California, 
over irregular routes to junction UB. 
Highway 99. thence over UB. 99 to Junc¬ 
tion UB. Highway* 6. thence over UB. 
Highway 6 to Coaldale. From the above 
specified origin points over irregular 
routes to junction UB. Highway 70. 
thence over UB. Highway 70 to Colton, 
Calif., thence over UB. Highway 395 to 
San Bernardino. Calif., thence over UB. 
Highway 66 to Bar stow. Calif, thence 
over UB. Highway 91 to Baker. Calif., 
thence over California Highway 127 to 
the Califomia-Nevada State Line, 
thence over Nevada Highway 29 to junc¬ 
tion U.8. Highway 95. and thence over 
UB. Highway 95 to Beatty. Serving all 
Intermediate points In Nevada and off- 
route points In Nevada within 15 miles of 
the above specified route, restricted to 
delivery only: From the above specified 
origin points to Baker os specified above, 
thence over U.S. Highway 466 to Boulder 
City. 

Serving all Intermediate points In Ne¬ 
vada and off-route points In Nevada 
within 50 miles of the above-specified 
route restricted to delivery only; From 
the above-specified origin points over 
irregular routes to Junction U.8. Highway 
70. thence over U.S. Highway 70 to 
Phoenix. Serving all Intermediate points 
In Arizona and off-route points in Arizona 
within 50 miles of the above specified 
route, restricted to delivery only; From 
the above-specified origin points over Ir¬ 
regular routes to Junction UB. Highway 
99. thence over UB. Highway 99 to £3 
Centro, Calif., thence over U.S. Highway 
80 to Gila Bend, Arizona, thence over 
Arizona Highw ay 84 to Tucson. Arizona, 
and thence over UB. Highway 89 to No¬ 
gales; Serving all Intermediate points in 
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Arizona and off-route points in Arizona 
within 50 miles of the above-specified 
route, restricted to delivery only; From 
the above-specified origin points over ir¬ 
regular routes to Junction UB. Highway 
99. thence over UB. Highway 99 to the 
boundary' of the United States and 
Mexico. Serving no intermediate points; 
From tiie above specified origin points 
over irregular routes to junction U.S. 
Highway 101, thence over UB. Highway 
101 to the boundary of the United States 
and Mexico. Serving no Intermediate 
points; Return, with no transportation 
for compensation except as otherwise 
authorized, over above-specified reg¬ 
ular routes to Junction irregular routes, 
and thence over irregular routes, to the 
above-specified origin points. 

Liquefied petroleum gas in minimum 
quantity of 3,000 gallons, in tank trucks 
over irregular routes from Hobbs, New 
Mexico and points in New Mexico and 
Texas within 25 mile3 thereof, to points 
in Arizona with no transportation for 
compensation on return except as other¬ 
wise authorized; Liquefied petroleum 
gases, in bulk, in tank trucks, in mini¬ 
mum quantities of 2.500 gallons from 
points in Los Angeles. Orange. Ventura, 
Santa Barbara, San Luis Obispo. Kern. 
Kings. Tulare, and Fresno Counties, 
Calif., to points in Arizona, with no 
transportation for compensation on re¬ 
turn except as otherwise authorized: 
Liquefied petroleum gases, in tank trucks, 
in minimum quantities of 2.500 gallons, 
restricted to service in foreign commerce 
only from the California origins specified 
immediately above to ports of entry at 
San Ysidro, Tecate and Galexico. Calif., 
with no transportation for compensation 
on return except &s otherw ise authorized; 
Natural and casinghead gasoline and 
liquefied petroleum oases, in bulk. In tank 
vehicles from Fnrmington. New Mexico, 
and points In New Mexico within 60 miles 
of Farmington to points in California 
south of the northern boundary; lines of 
San Luis Obispo. Kem and San Bernar¬ 
dino Counties, with no transportation for 
compensation on return except as other¬ 
wise authorized. The Certificate of Pub¬ 
lic Convenience and Necessity wns served 
May 24. 1977 in No. MC 135215. 

No. MC-F-13218 Authority sought for 
purchase by PENN EMPIRE TRANS¬ 
PORT. INC., P.O. Box 517. Livingston 
Avenue. Jamestown. N.Y. 14701. of a por¬ 
tion of the operating rights of James E. 
Griffin & Sons. Inc.. 275 Circuit Street. 
West Hanover. MA 02339. and for acqui¬ 
sition by E. Virginia Beckstrom. RD No. 
1, Ashvilie, NY 14710, W. M. Beckstrom. 
Orchard Road. Pittsburgh. PA and N B 
Sundell, Knowlton Avenue. Pittsburgh. 
PA., of control of 6uch rights through 
the purchase. Applicants' attorney: 
Frederick T. O'Sullivan, P.O. Box 2184, 
Peabody. MA 01960. Operating rights 
sought to be purchased: Household goods 
as defined by the Commission, furniture. 
pianos and baggage , as a common car¬ 
rier over irregular routes between points 
in Massachusetts; New furniture, from 
Concord and Acton, Mass., to points in 


FEDERAL REGISTER, VOL 42. NO 131— FRIDAY, JULY 0. U 








35261 


NOTICES 


Allegany. Broom. Cattaraugus. Chautau- 
gua, Erie, Oenesee. Chemung. Livingston. 
Niagara, Orleans. Steuben. Tioga, and 
Wyoming Counties. N.Y.. with no trans¬ 
portation for compensation on return as 
otherwise authorized. Vendee is author¬ 
ized to operate as a common carrier in 
New York, District of Columbia. Mary¬ 
land, West Virginia. Pennsylvania. New 
Jersey, New York. Connecticut. Rhode 
Island and Massachusetts. Application 
has not been filed for temporary author¬ 
ity under section 210a<b>. 

No. MC-F-13247. Authority sought for 
purchase by FRITZ TRUCKING. INC.. 
East Highway 7. Clara City, MN.. 56222. 
of the operating rights of KruthofT Truck 
Lines. Inc.. 517 Tenth Street SW.. P.O. 
Box 603, Watertown. SD., 57201. and for 
acquisition by Vernon O. Fritz, Clara 
City. MN.. 56222. of control of such rights 
through the purchase. Applicants' Repre¬ 
sentative: Samuel Rubcnstein. 301 North 
Fifth Street. Minneapolis. MN.. 55403. 
Operating rights sought to be trans¬ 
ferred: Animal and poultry feed, in bulk, 
or In mixed shipments in bulk and in 
bags, as a common carrier over irregular 
routes, from Minneapolis, Minn, to points 
in Brown County. SD., except Aberdeen, 
points in Day County. SD.. except Wau- 
bay and points within 30 miles thereof, 
and points in Clark and Hamlin Coun¬ 
ties, DD. Also, animal and poultry feed 
♦ except liquid molasses >. from Minne¬ 
apolis. Minn, to points in Day. Roberts, 
Marshall. Grant. Spink. Deuel. Coding- 
ton, Brookings, Kingsbury, Beadle. Hand. 
Hyde. Faulk. Edmunds. McPherson. 
Campbell. Walworth. Potter. 8ully. 
Hughes. Stanley. Haakon. Ziebach. Cor¬ 
son. Perkins. Meade. Butte. Dewey and 
Harding Counties. S D. Vendee is author¬ 
ized to operate as a contract carrier in 
Minnesota. Idaho. Iowa. Montana. Ne¬ 
braska. North Dakota. Oregon. South 
Dakota. Washington, Wisconsin. Wyo¬ 
ming. Illinois, Colorado, and Utah, and 
as a common carrier in Minnesota. North 
Dakota, and South Dakota. Application 
has not been filed for temporary author¬ 
ity under section 210a(b>. 

No. MC-F-13248. Authority sought for 
purchase by GATEWAY TRANSPORTA¬ 
TION CO., Inc.. 455 Park Plaza Drive, 
La Crosse. WI. 54601. of a portion of the 
operating rights of Atkinson Freight 
Lines. Inc.. P.O. Box 520, Blanche Rood. 
Cornwells Heights. PA. 10020,. and for 
acquisition by estate of W. Leo Murphy, 
1st Wisconsin Trust Co.. Milwaukee. WI.. 
Eugene W. Murphy. 300 South Ocean 
BJvd.. Palm Beach. FL-. John A. Murphy. 
455 Park Plaza Dr.. La Crosse. WI. 54601, 
and Michael P. Murphy. 10301 S. Harlem 
Avenue. Chicago Ridge. IL. 60415. of con¬ 
trol of such rights through the purchase. 
Applicants' attorneys: Maxwell A. 
Howell, 1511 K Street NW.. Washington. 
DC. 20005. and F. Neil Aachemeyer. 455 
Park Plaza Drive. La Crosse. WI. 54601, 
with copy to Joseph B. Atkinson, Jr., 
President, P.O. Box 520. Blanche Road. 
Cornwells Heights. PA. 19020. Operating 
rights sought to be transferred: General 
commodities with exceptions as a com¬ 
mon carrier over irregular routes be¬ 


tween Sewell, N.J.. and points In Glou¬ 
cester and Camden Counties. N.J„ on the 
one hand, and, on the other. Philadel¬ 
phia, PA. Vendee is authorized to oper¬ 
ate as a common carrier tn Alabama. 
Arkansas. Connecticut. Delaware, the 
District of Columbia, Folrida. Georgia. 
Illniois. Indiana. Iowa, Kansas. Ken¬ 
tucky, Maryland. Massachusetts. Michi¬ 
gan. Minnesota, Mississippi, Missouri. 
New Jersey. New York. Ohio. Pennsyl¬ 
vania, Rhode Island. South Carolina. 
Tennessee. Virginia. West Virginia, and 
Wisconsin. Application has not been 
filed for temporary authority under sec¬ 
tion 210a<b>. 

No. MC-F-13250. Authority sought for 
purchase by AERO MAYFLOWER 
TRANSIT COMPANY. INC.. P.O. Box 
107B. Indianapolis. IN.. 46206, of a por¬ 
tion of the operating rights of Warners 
Motor Express. Inc.. West Country Club 
Road. Red Lion. PA.. 17356, and for ac¬ 
quisition by Mayflower Corporation, (a 
public corporation), P.O. Box 107B. In¬ 
dianapolis. IN. 46206. of control of such 
rights through the purchase. Applicant's 
attorneys: James L. Beattey, 130 E. 
Washington 8treet. Suite One Thousand. 
Indianapolis, IN. 46204, and Norman T. 
Petow, 43 North Duke Street, York. PA.. 
17401. Operating rights sought to be 
transferred: New furniture. as a com¬ 
mon corrier over irregular routes be¬ 
tween Red Lion. Pa., on the one hand, 
and. on the other. Camden. N.J., and 
Baltimore, Md.; new furniture, uncrated, 
from Red Lion and Stewartstown. Pa., to 
Washington, DC.. Baltimore, Md.. 
Columbus, Cincinnati, Cleveland and 
Pickerington, Ohio, Orand Rapids. 
Michigan, and to points in Massa¬ 
chusetts. Connecticut. New Jersey. New 
York, and Rhode Island; and from Rail¬ 
road. Pa., to points In Illinois. Indiana. 
Ohio, and West Virginia, points in Vir¬ 
ginia (except those within 15 miles of 
Washington. D.C.), and points in Michi¬ 
gan (except Orand Rapids* : from Hel- 
lam. Red Lion, and Stewartstown. Pa., 
to points In Illinois. Indiana, and West 
Virginia, points in Virginia (except those 
within 15 miles of Washington. DC.), 
points In Michigan (except Grand 
Rapids), and points In Ohio (except 
Cincinnati. Cleveland. Columbus, and 
Pickerington): and frofii Dallas town. 
Pa., to points in West Virginia and those 
in Virginia (except points within 15 
miles of Washington. D C.): and from 
ML Wolf. Pa., to points in Delaware. 
New Jersey New York. Maryland, and 
the District of Columbia. Rejected ship¬ 
ments of new furniture, uncrated from 
the above-specified destination points to 
their respective origin points; new 
furniture, (over irregular routes) be¬ 
tween Philadelphia. Pa., on the one 
hand. and. on the other, points In New 
Jersey, Delaware, and Maryland. 

New furniture, between points in 
Philadelphia County. Pa., on the one 
hand, and. on the other, points in Penn¬ 
sylvania; new furniture, between Phila¬ 
delphia, Pa., on the one hand, and, on 
the other points in Maine, New Hamp¬ 
shire, Illinois, Indiana. North Carolina. 


South Carolina, Georgia, and Florida: 
uncrated new furniture and mattresses 
in cartons, from Philadelphia. Pa., to 
points in Virginia. West Virginia, and 
Ohio; new and used furniture, between 
Wilkes-Barre. Pa., on the one hand. and. 
on the other, Washington. D.C.. and 
points in Massachusetts, Maryland 
Virginia. West Virginia, Connecticut 
New York. New Jersey. North Carolina, 
and Florida; new furniture, from points 
in Pennsylvania, to points in Delaware 
North Carolina. South Carolina 
Georgia, and Florida, from points In 
York County. Pa., to points in Illinois 
and Indiana, from points In Maryland 
to points in Maine. New Hampshire. 
New York. Delaware. Massachusetts. 
Connecticut. New Jersey. North Caro¬ 
lina. South Carolina. Georgia, and 
Florida, from points In New Jersey, to 
points in North Carolina, South Caro¬ 
lina. Oeorgia. Florida, and the Dis¬ 
trict of Columbia, from points in Massa¬ 
chusetts. Connecticut, and New York, to 
points In Maryland. Delaware. North 
Carolina. South Carolina. Oeorgia. and 
Florida, from points in North Carolina, 
to points in Maine. New Hampshire, New 
York. Massachusetts, Pennsylvania. 
Connecticut, New* Jersey, and the Dis¬ 
trict of Columbia; new furniture (except 
metal shelving), tmcrated, from points 
in Pennsylvania, to points in Maryland, 
from points in Maryland, to points in 
Pennsylvania. West Virginia, Virginia, 
and the District of Columbia: from 
points In New Jersey, to points in Mary¬ 
land. West Virginia, and Virginia; new 
furniture, frt>m points in Pennsylvania 
to points in Connecticut. Massachusetts. 
New Jersey, New York, and Ohio. Also, 
gateway eliminations granted in Docket 
No MC-61692 (Sub-No. El*. Vendee is 
authorized to operate as a common car¬ 
rier in all 50 States. Application has not 
been filed for temporary authority 

No. MC-F-13254. Authority sought for 
purchase by UNION CARTAOE COM¬ 
PANY. 9A Southwest Cutoff. Worcester. 
MA 01604. of a portion of the operating 
rights of Oneida Motor Freight. Inc, 
Commercial Avenue. Carlstadt, NJ 07072. 
and for acquisition by Joseph F. Russell 
and Anthony* M. Russell, both of 9A 
Southwest Cutoff. Worcester. MA 01604. 
of control of such rights through the 
purchase. Applicant's attorney: Leonard 
A. Jaskiewlcz, 1730 M Street, NW. 
Suite 501. Washington, DC. 20036 Op¬ 
erating rights sought to be transferred 
General commodities, with exception as 
a common carrier over regular route* 
between Albany. N.Y., and Buffalo, New 
York, serving all intermediate point*, 
and the off-route points of Ontario, 
Sodus. Webster, Williamson, Hamlm 
Hilton, and Hulloy, New York: From 
Albany over U S. Highway 20 to Junction 
unnumbered highway (formerly t “ 
Highway 20). thence over unnumbered 
highway via Cherry Valley. New Yore, 
to Junction U.S. Highway 20. thence over 
U S. Highway 20 to junction New Yor* 
Highway 5 at Auburn. New York, and 
thence over New York Highway f> ttt 
Buffalo, and return over the same route; 
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prom Albany over New York Highway 
5 to Vernon. New York, thence over New 
York Highway 254 to Junction New York 
Highway 31, thence over New York High¬ 
way 31 to Rochester. New York, thence 
m er U.8. Highway 104 to Niagara Falls. 
New York, and thence over New York 
Highway 384 to Buffalo, and return over 
the same route. Vendee is authorized to 
oi>erate as a common carrier in Dela¬ 
ware, Maine, New Hampshire. Vermont, 
M ussachusetts. Connecticut. Rhode 
Island. New York, New Jersey. Pennsyl¬ 
vania, Maryland, and District of Colum¬ 
bia. Application has not been filed for 
temporary authority under section 
210a(b). 

No. MC-F-13260. Authori ty so ught for 
control and merger by BECKER COR¬ 
PORATION. P.O. Box 1050, El Dorado. 
K8.. 67042, of C. E. Reynolds Transport, 
Inc., P.O. Box A, Joplin. MO., 64801, 
and for acquisition by Frank J. Becker 
P.O. Box 1050. El Dorado. KS. 67042. 
of control of such rights through the 
tnmsacUon. Applicants’ attorney: T. M. 
Brown 223 Ciudad Bldg. Oklahoma City, 
OK.. 73112. The operating rights sought 
to be controlled and merged arc con¬ 
tained in certificates of public conveni¬ 
ence and necessity under No. MC-114890 
and subs authorizing the transportation 
of Anhydrous ammonia, nitrogen ferti¬ 
lizer solutions, aqua ammonia, methanol, 
and anti-freeze preparations, in bulk, 
In tank vehicles, nitrogen fertilizer solu¬ 
tions, in bulk, in tank vehicles, nitric 
acid, in bulk. In tank vehicles, phos¬ 
phoric acid, in bulk, In stainless steel 
tank vehicles, Sulphuric and phosphoric 
acids, in bulk. In tank vehicles. Sulphuric 
and phosphoric acid, in bulk in tank 
vehicles, refined petroleum products, in 
bulk, lubricating oil. in containers pe¬ 
troleum products. In truckload lots, 
petroleum products, in bulk. In tank 
vehicles, nitric acid, in bulk. In tank 
vehicles, sulphuric acid, in bulk, in tank 
vehicles, and numerous other specified 
commodities, as a common carrier over 
Irregular routes, from. to. and between 
specified points In Kansas. Missouri. 
Oklahoma. Arkansas. Texas. Tennessee, 
Alabama, Florida, Illinois Indiana, Ken¬ 
tucky, Louisiana Mississippi. Nebraska. 
Iowa, Nevada, Colorado. Wisconsin. 
Minnesota. North Dakota. South Dakota. 
New Mexico, Wyoming. Montana. Michi¬ 
gan. and Ohio, with certain restrictions. 
** more specifically described In Docket 
No MC-l 14890 and subs thereunder. 
This notice does not purport to be a 
complete description of all of the operat¬ 
ing rights of the carrier involved. The 
forgoing summary is believed to be 
mfflclent for purposes of public notice 
rewarding the nature and extent of this 
ran ter’s operating rights, without stat- 
mg in full, the entirety, thereof. Vcn- 
Qee Is authorized to operate as a com- 
jnon carrier in the States of Kansas. 
Nebraska, Oklahoma. Texas, New 
Mexico. Colorado. Iowa. South Dakotn. 
North Dakota, Montana. Idaho. Mlnne- 
Wisconsin, Illinois. Missouri. 
Arkansas, and Louisiana. Application 
been filed for temporary authority 
under section 210a<b). 


No. MC-F-13261. Authority sought for 
purchase by THE MICKOW CORP.. 
P.O. Box 1774. Des Moines, IA.. 50306 of 
the operating rights of Romans Drywail 
Express, Inc.. RJl. 1, Yu tan. NB and for 
acquisition by Doublc-D Systems Corpo¬ 
ration. P.O. Box 1774, Des Moines. IA.. 
50306 of control of such rights through 
the purchase. Applicants' attorneys: 
Cecil L. Ooettsch, 1100 Des Moines Build¬ 
ing, Des Moines. IA.. 50309; and Donald 
L. Stem. 530 Unlvac Building, 7100 West 
Center Road, Omaha, NB.. 68106. Op¬ 
erating lights sougth to be transferred: 
Plasterboard, plaster, and plaster prod¬ 
ucts as a common carrier over Irregular 
routes from points within 10 miles of 
Fort Dodge, Iowa to points in Nebraska; 
gypsum and gypsum products, and ma¬ 
terials and supplies used In the Installa¬ 
tion and distribution thereof (except In 
bulk), from the plantslte and storage 
facilities of Georgia -Pacific Corporation, 
at or near Fort Dodge. Iowa to points in 
South Dakota, Nebraska. Kansas, Mis¬ 
souri, and Illinois. Vendee is authorized 
to operate as a common carrier in Colo¬ 
rado, Georgia. Idaho. Illinois, Indiana. 
Iowa. Kansas, Kentucky. Michigan. Min¬ 
nesota, Missouri. Nebraska. Nevada. 
North Dakota. Ohio. Oklahoma, Oregon. 
Pennsylvania, South Dakota. Tennessee, 
Texas, Wisconsin and Wyoming. Appli¬ 
cation has been filed for temporary au¬ 
thority under section 210a<b). 

No. MC-F-13262. Authority sought for 
purchase by BEAUFORT TRANSFER 
COMPANY. Box 151, Gerald. MO.. 
63037, of the operating rights of John 
Kleffncr, d.b.a. Iberia Transfer Co., Box 
44, Iberia. MO., 65486, and for acquisi¬ 
tion by Oltn Floitmann, P.O. Box 151, 
Gerald, MO.. 63037. of control of such 
rights through the purchase. Applicants’ 
attorney: Ernest A. Brooks n. 1301 Am¬ 
bassador Building. St. Louis. MO, 63101. 
Operating rights sought to be trans¬ 
ferred: Animal feed, animal feed ingredi¬ 
ents, and fertilizers, in bags, as a com¬ 
mon carrier over Irregular routes from 
East St. Louis. HI., to Argyll Mo., with 
no transportation for compensation on 
return except as otherwise authorized; 
fertilizers, in bags, from East St. Louis, 
ni., to Vienna. Mo., with no transporta¬ 
tion for compensation on return except 
as otherwise authorized; Oeneral com¬ 
modities. with exception as a common 
carrier over regular routes between 
Iberia, MO., and East St. Louis, Ill., and 
the intermediate and off-route points of 
Crocker. Mo., and National Stock Yards, 
111., those within 12 miles of Iberia, and 
those within 12 miles of Crock er; petro¬ 
leum products, in containers, from Rox¬ 
ana. and Wood River. HI., to East St. 
Louis. Hi., from Roxana over unspecified 
highways to Wood River, thence over Al¬ 
ternate U.8. Highway 67 to Junction U S. 
Highway 66, and thence over U.3. High¬ 
way 66 to East SL Louis; and empty con¬ 
tainers for petroleum products, from 
East St. Louis, HI., to Wood River, and 
Roxana, Ill., from East 8t. Louis over 
U.S. Highway 66 to Junction Alternate 
U.S. Highway 67, thence over Alternate 
UJS. Highway 67 to Wood River, and 
thence over unspecified highways to 


Roxana; General commodities, with ex¬ 
ceptions as a common carrier over ir¬ 
regular routes between Iberia, Mo., and 
Springfield, Mo., with restrictions; Gen¬ 
eral commodities with exceptions as a 
common carrier over regular routes be¬ 
tween Kansas City, Mo., and Richland. 
Mo., serving the intermediate points of 
Iberia, Crocker, and Swcdeborg, Mo., and 
serving Brumiey. Ulman, Hancock, and 
Dixon, Mo., as off-route points, with re¬ 
strictions. Vendee is authorized to op¬ 
erate as a common carrier in Missouri, 
Illinois, Kansas, Kentucky. Tennessee. 
Alabama, Mississippi, Louisiana, Texas, 
Wisconsin. Georgia. Minnesota, Colo¬ 
rado, Ohio. Arkansas. Indiana. Iowa, 
Nebraska, and Oklahoma. Application 
has been filed for temporary authority 
under section 210a<b). 

No. MC-F-13263. Authority sought for 
purchase by BEAUFORT TRANSFER 
COMPANY, Box 151. Gerald, MO.. 
63037, of the operating rights of Steve J. 
Bure, d,ba. Iberia Express, Box 81. 
Iberia. MO.. 65486, and for acquisition by 
Olin Flottmann, P.O. Box 161. Gerald. 
MO.. 63037, of control of such rights 
through the purchase. Applicants' attor¬ 
ney; Ernest A. Brooks H. 1301 Ambas¬ 
sador Building, St. Louts. MO., 63101. 
Operating rights sought to be trans¬ 
ferred : General commodities, with excep¬ 
tions as a common carrier over irregular 
routes between Iberia. Mo., and Spring- 
field. Mo., with restrictions. Vendee is 
authorized to operate as a common car¬ 
rier in Missouri. Illinois, Kansas, Ken¬ 
tucky, Tennessee. Alabama. Mississippi, 
Louisiana. Texas, Wisconsin, Georgia, 
Minnesota. Colorado, Ohio. Arkansas, 
Indiana. Iowa, Nebraska, and Oklahoma. 
Application has been filed for tempo¬ 
rary authority under section 210a (b). 

No. MC-F-13265. Authority sought for 
purchase by EAST TEXAS MOTOR 
FREIGHT LINES. INC., d.ba. ETMF 
FREIGHT SYSTEM, 2355 Stemmona 
Freeway. Dallas. TX.. 75207, of a portion 
of the operating rights of Hemingway 
Transport, Inc.. 438 Dartmouth. New 
Bedford. MA., 02740, and for acquisition 
by H. R Bright, individually, and as exe¬ 
cutor and trustee of the estate of Mary 
Frances Smith Bright, deceased, and 
H. G. Schiff, both of 2365 Stemmons 
Freeway. Dallas. TX., 75207. of control 
of such rights through the purchase. Ap¬ 
plicants' attorneys: Leroy Hallman. 4555 
First National Bank Bldg., Dallas, TX.. 
75202, Ray Chesney. East Texas Motor 
Freight Lines, Inc.. 2355 Stemmons 
Freeway. Dallas. TX.. 75207, and David 
G. Macdonald. 1000 16th St.. N.W.. 
Washington. D.C., 20036. Operating 

rights sought to be transferred: Gen¬ 
eral commodities, with exceptions as a 
common carrier over regular routes be¬ 
tween Waynesvlllc. N.C.. and Wilming¬ 
ton, N.C.: between Lumberton, N.C., and 
Bolton. N.C.: between Statesville, N.C. 
and Salisbury, N.C.; between Smithfield, 
N.C. and Beaufort, N.C.; between Win¬ 
ston-Salem. N.C. and Greensboro. N.C.; 
between Charlotte. N.C. and Washington, 
N.C.: between Sanford. N.C. and Fay¬ 
etteville, N.C.; between Fayetteville, N.C. 
and Junction N.C. Highway 87 and US. 
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Highway 74; between Greensboro. N.C. 
and Sanford. N.C.; between Clinton. N.C, 
and Wilmington, N.C.; between Fayette¬ 
ville, N.C, and Greenville, N.C.; between 
Junction OB, Highways 64 and 364 and 
Wit on. N.C.; between junction U.S. 
Highway 64 and North Carolina High¬ 
way 97. and Greenville. N.C.; between 
junction UB. Highway 64 and 13. and 
WUXiamston, N.C.; between Hickory. 
N.C, and Statesville. N.C.: between Ral- 
lelgh. N.C, and Carfboro, N.C.; be¬ 
tween Asheville, N.C, and Burnsville, 
N.C.; between Raleigh. N.C, and Eliza¬ 
bethtown, N.C.: between Winston-Salem. 
N.C, and Ashe boro. NjC.; between West¬ 
minster. S.C, and Wilmington. N.C.; be¬ 
tween Asheville, N.C, and North Augus¬ 
ta. S.C.; between Hendersonville. N.C, 
and Charleston, S.C.; between Charlotte. 
N.C. and Anderson, S.C.; between Win¬ 
ston-Salem. N.C, and Junction US. 
Highway 25 and South Carolina High¬ 
way 121; between Statesville. N.C, and 
Junction US. Highway 21 and North 
Carolina Highway 150; between Rock 
HUI. S.C, and Hardeevllle. S.C.; between 
Columbia. S.C, and Hardeevllle. 8.C.: 
between Junction US. Highway 70 and 
North Carolina Highway 16 and Char¬ 
lotte, N.C.; between Monroe. N.C, and 
Charleston, S.C.: 

Between Lincoln ton. N.C. and Char¬ 
lotte, N.C.: between Flneville. N.C, and 
junction US. Highways 15 and 175: be¬ 
tween Greensboro. NG, and Junction 
US. Highways 220 and 74: between 
Junction US. Highways 1 and 74, and 
Darlington, S.C.; between junction US. 
Highways 52 and 301 and junction US. 
Highways 17A and 17; between Raleigh. 
N.C. and North Augusta, S.C.; between 
Fayetteville. N.C. Sumpter. S.C.: be¬ 
tween junction US. Highway 401 and 
North Carolina Highway 210. and Fay¬ 
etteville, N.C.; between Smithflcld. N.C. 
and Fayetteville, N.C.; between Lumber- 
ton, N.C. and Junction US. Highway 301 
and ns. Highway 76; between Junction 
U S. Highways 301 and 15. and Allendale, 
S.C.: between Junction US. Highway 158 
and North Carolina Highway 48, and 
Rocky Mount. N.C.; between Norllna, 
N.C. and Junction North Carolina High¬ 
way 39 and U 8. Highway 301; between 
Junction U.8. Highways 301 and 701. and 
Clinton. N.C.; between Elizabethtown. 
N.C. and Georgetown. 8.C.; between 
Junction U.8. Highway 158 and N.C. 
Highway 39 and Junction N.C. Highway 
39 and U.8. Highway 401; between New 
Bern. N.C. and Hardeevllle, SC.; be¬ 
tween Georgetown. S.C, and Junction 
US. Highways 17 and 17A; between Bur- 
ham, N.C. and Pittsboro, N.C.; between 
Laurinburg. N.C. and Junction U.S, 
Highway 501 and US. Highway 301; be¬ 
tween Junction U.8. Highways 301 and 
501. and Myrtle Beach, SC.: between 
North Augusta, 8.C., and Charleston, 
8.C.: between McCormick. 8.C, and 
Conway, S.C.; between Abbeville. S.C, 
and Nichols. S.C.; between North 
Augusta. S.C, and Yemassee, S.C.; be¬ 
tween Greenville. S.C, and Clemson. 
8.C.; Between Easley, S.C, and Clemson. 
S.C.; between Darlington. S.C, and Cam¬ 


den, S.C.; between Spartanburg. S.C, 
and Camden, S.C.; between Mocksville, 
N.C, and Cheraw. 8.C.; between Greer. 
S.C, and Laurens, S.C.; between Dar¬ 
lington. S.C, and Society HUI. S.C.: be¬ 
tween Hardeevllle. S.C, and Garden 
Corners. S.C.r between Fair Play. S.C, 
and Anderson, S.C.; serving all points in 
North Carolina and South Carolina as 
intermediate and off-route points in con¬ 
nection with the routes described above; 
General commodities, with exceptions as 
a common carrier over regular routes be¬ 
tween Atlanta. Oa, and Westminster. 
S.C.; between Atlanta, Go., and Ander¬ 
son, S.C.; between Junction U.S. High¬ 
way 29 and Georgia Highway 72 and 
Abbeville, S.C.; between Atlanta, Oa, 
and McCormick. S.C.: between Atlanta. 
Ga, and Junction U B. Highways 78 and 
378’ 

Between Junction US. Highway 278 
and Georgia Highway 44. and North 
Augusta. S.C.; between Atlanta, Oa, and 
Hardeevllle, S.C.; between Warrenton 
Ga, and Savannah, Ga.; serving Au¬ 
gusta. Savannah, and Atlanta, Oa, and 
points In South Carolina as inter¬ 
mediate and off-route points In connec¬ 
tion with the eight routes described next 
above, with restrictions; General com¬ 
modities. with exceptions as a common 
carrier over irregular routes, between 
points In North Carolina and South 
Carolina: between points In North 
Carolina and South Carolina, an the one 
hand, and. on the other, Augusta and 
Savannah. Ga.: between Atlanta, Ga, 
on the one hand. and. on the other, 
points within 15 miles of Atlanta; be¬ 
tween Atlanta. Ga, and points within 15 
miles thereof, on the one hand. and. on 
the other. Augusta and Savannah. Ga, 
and points In North Carolina and South 
Carolina, with restrictions. Vendee is 
authorized to operate as a common car¬ 
rier in Alabama. Arizona. Arkansas, 
California, Colorado. Georgia. Illinois. 
Indiana. Idaho. Iowa. Kansas. Kentucky. 
Louisiana, Michigan. Minnesota. Missis¬ 
sippi. Missouri. Nevada, North Carolina. 
Nebraska, New Mexico. Ohio. Oklahoma. 
South Carolina. Tennessee. Texas. Utah. 
Washington. West Virginia, Wisconsin, 
and Wyoming. Application has been filed 
for temporary authority under section 
210a (b). 

No. MC-F-13266. Authority for pur¬ 
chase by THE MASON AND DIXON 
LINES. INCORPORATED. Eastman 
Road. P.O. Box 969. Kingsport. TN, 
37662. of the operating rights of J. W. 
Craig d.b.a. City Transfer & Storage 
Co„ P.O. Box 10107. Rock HUI. S.C, 
29730, and for acquisition by E. William 
King. P.O. Box 969. Kingsport. TN, 
37662, John R. King. P.O. Box 969. 
Kingsport. TN, 37662. and IL K. Norria. 
1400 Belmcade Place. Kingsport. TN, 
37660. of control of such rights through 
the transaction. Applicants* attorney: 
Kim D. Mann. 8uite 1010. 7101 Wisconsin 
Avenue. Washington. D.C, 20014. The 
operating right* sought to be acquired 
are contained In a certificate of registra¬ 
tion in Docket No. MC-120165 (Sub-No. 
1) authorizing the transportation of 


commodUies in general (except petro¬ 
leum products hi bulk In tank trucks, 
high explosives and other dangerous 
commodities, and household goods, over 
Irregular routes, between point* and 
places in York County. South Carolina, 
and between points and places in York 
County and point* and places in South 
Carolina. Vendee is authorized to operate 
a* a common carrier in Alabama, Arkan¬ 
sas, Connecticut. Delaware, District of 
Columbia. Georgia. Illinois, Indiana, 
Iowa. Kansas. Louisiana. Maine, Mary¬ 
land. Massachusetts, Michigan, Missis¬ 
sippi. Missouri, Nebraska, New Jersey, 
New York. North Carolina, North 
Dakota. Ohio. Oklahoma, Pennsylvania. 
Rhode Island, South Carolina, South 
Dakota, Tennessee, Virginia, and West 
Virginia. Application ha* been filed for 
temporary authority under section 216a 
(b). Note: MC-59583 (Sub-No. 163) Is a 
directly related matter. 

yronez 

Atlantic Richfield Company. 515 South 
Flower Street* Los Angeles. California 
90071. and the Anaconda Company. 1271 
Avenue of the Americas. New York. New 
York 10020. represented by Fritz R. 
Kahn. Veraer, Lilpfert, Bernhard and 
McPherson. Suite 1000. 1660 L Street, 
N.W, Washington. D.C 20036, hereby 
give notice that on the 17th day of June. 
1977, they filed with the Interstate Com* 
merce Commission at Washington, D.C, 
an application under Section 5<2) of the 
Interstate Commerce Act for an order 
approving and authorizing the acquisi¬ 
tion of the Atlantic Richfield Company 
and the Anaconda Company to acquire 
control of the Butte. Anaconda & Pacific 
Railway Company and the Tooele Volley 
Railway Company, which application Is 
assigned Finance Docket No. 28490. 

The nature of the proposed transac¬ 
tion is for the acquisition of control of 
Butte. Anaconda & Pacific Railway Com¬ 
pany and Tooele Valley Railway Com¬ 
pany. carriers subject to Part t of the 
Interstate Commerce Act by the Atlantic 
Richfield Company and The Anaconda 
Company, which are not carrier*. 

The Butte. Anaconda & Pacific Rail¬ 
way Company operates 45.872 miles of 
railroad within Montana. Including 
25.295 miles between Butte and Ana¬ 
conda. It renders freight service only, 
connecting with the BN and MTLW at 
Butte, the MILW-at Rocker and the BN. 
MILW and UP at Silver Bow. The Tooele 
Valley Railway Company operates 7 
mile* of railroad within Utah, between 
Warner and International. It renders 
freight service only connecting with the 
UP and WP at Warner. 

In the opinion of the applicants. 
Atlantic Richfield Company and the 
Anaconda Company, the granting of the 
authority sought will not constitute a 
major Federal action significantly affect¬ 
ing the quality of the human environ¬ 
ment within the meaning of the National 
Environmental Policy Act of 1969. In ac¬ 
cordance with the Commission's regula¬ 
tions (49 CFR 1168.8) in Ex Parte No. 55 
(Sub-No. 4), Implementation—National 
Environmental Policy Act, 1969. 352 LC.C. 
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451 (1976), any protests may include a 
statement Indicating the presence or ab¬ 
sence of any effect of the requested Com¬ 
mission action on the quality of the hu¬ 
man environment. If any such effect is 
alleged to be present, the statement shall 
indicate with specific data the exact na¬ 
ture and degree of the anticipated im¬ 
pact. See Implementation—National En¬ 
vironmental Policy Act, 1969. supra, at 
p 487. 

Interested persons may participate 
formally In a proceeding by submitting 
written comments regarding the appli¬ 
cation. Such submissions shall indicate 
the proceeding designation Finance 
Docket No. 28490 and the original and 
two copies thereof shall be filed with the 
Secretary, Interstate Commerce Com¬ 
mission. Washington. D.C. 20423. not 
later than 45 days after the date notice 
of the filing of the application is pub¬ 
lished in the Federal Register. Such 
written comments shall include the fol¬ 
lowing: the person’s position, eg.. party 
Protestant or party in support, regarding 
the proposed transaction; specific rea¬ 
sons why approval would or would not be 
In the public interest; and a request for 
oral hearing if one is desired. Addition¬ 
ally. Interested persons who do not in¬ 
tend to formally participate in a pro¬ 
ceeding but who desire to comment 
thereon, may flic such statements and 
information as they may desire, subject 
to the filing and service requirements 
specified herein. Persons submitting 
written comments to the Commission 
shall, at the same time, serve copies of 
such written comments upon the appli¬ 
cant. the Secretary of Transportation 
and the Attorney General. 

Atlantic Richfield Co.. Anaconda Co. 
Operating Rights Application <s) Di¬ 
rectly Related to Finance Proceedings 

notice 

The following operating rights appli¬ 
cation^) are filed in connection with 
pending finance applications under Sec¬ 
tion 5(2) of the Interstate Commerce 
Act, or seek tacking and/or gateway 
elimination in connection with transfer 
applications under Section 212(b) of the 
interstate Commerce Act. 

An original and two copies of protests 
to the granting of the authorities must 
be filed with the Commission on or before 
August 8. 1977. Such protests shall com¬ 
ply with Special Rules 247(d) of the 
Commission's General Rules of Practice 
(49 CFR 1100.247) and Include a concise 
statement of protestant's Interest in the 
proceeding and copies of its conflicting 
authorities. Verified statements in oppo¬ 
sition should not be tendered at this 
time. A copy of the protest shall be 
served concurrently upon applicant's 
representative, or applicant if no repre¬ 
sentative Is named. % 

Each applicant states that there will 
be no significant effect on the quality 
of the human environment resulting 
from approval of its application. 

Na MC 59583 (Sub-No. 163). filed June 
14, 1977. Applicant: THE MASON AND 


DDCON LINES .INC.. Eastman Road, 
Post Office Box 969. Kingsport. Tcnn. 
37662. Applicant’s representative: Kim D. 
Mann. Suite 1010. 7101 Wisconsin Ave¬ 
nue, Washington,. D.C. 20014. Authority 
sought to operate as a common carrier . 
by motor vehicle, over irregular routes, 
transporting: General commodities (ex¬ 
cept those of unusual value, Classes A 
and B explosives, household goods as de¬ 
fined by the Commission, commodities in 
bulk, and those requiring special equip¬ 
ment). between points In York County. 
S.C.; and between points in York County, 
on the one hand. and. on the other, points 
in South Carolina. 

Note. —Common control may be Involved. 
Thin application la directly related to the 
application slxnuHaneouiily filed In docket 
No. MC-P-13266. By this application, Maaon 
and Dixon seeks to convert the certificate 
of registration Issued City Transfer St Stor¬ 
age Co. in MC 120165 (Sub-No 1) to one of 
public convenience and necessity. If a hearing 
is deemed neceaeary, applicant requests that 
it be held at Columbia, SC. Notice of the 
filing of the application docketed at MC-F- 
13266 appears In a prior section of this 
Federal Register issue. 

No. MC 121420 (Sub-No. 8), filed June 
13. 1977. Applicant: DART TRUCKING 
CO . INC.. 61 Railroad Street, P.O Box 
158, Canfield. Ohio 44406. Applicant's 
representative: Paul P. Been’. Paul P. 
Beery Co.. LPA. 275 East State Street. 
Columbus, Ohio 43215. Authority sought 
to operate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: (1) General commodities, between 
Atwater, Ohio, on the one hand. and. on 
the other, points In Ohio: (2) coal build¬ 
ers supplies, farm equipment , farm sup¬ 
plies, farm commodities . lumber, lops, 
and sawmill equipment, between Portage 
County, Ohio, on the one hand. and. on 
the other, points In Ohio; (3) lumber , 
lops and saicmill equipment, between 
Columbiana. Mahoning. Trumbull. Stark, 
and Summit Counties, Ohio, on the one 
hand, and, on the other, points in Ohio; 
(4) such bulk commodities as are trans¬ 
ported In dump trucks, (a) between Sum¬ 
mit. Stark, and Wayne Counties. Ohio, 
within 50 miles of Toronto. Ohio, on the 
one hand, and. on the other, points in 
Ohio, Pennsylvania, and West Virginia, 
within 50 miles of Toronto. Ohio, and 
points In Mercer County, Pa.. (b> be¬ 
tween points In Ashtabula County. Ohio, 
north and east of a line beginning at 
the Ohlo-Pennsylvania state line and ex¬ 
tending west along U.S. Highway 20 to 
its intersection with Ohio Highway 45, 
thence along Ohio Highway 45 to the 
shores of Lake Erie, on the one hand, 
and. on the other, points in Ohio. Penn¬ 
sylvania, and West Virginia, within 50 
miles of Toronto. Ohio. (3) between 
points In Mahoning and Columbiana 
Counties, Ohio, on the one hand. and. 
on the other, points in Pennsylvania, and 
West Virginia, within 50 miles of Toron¬ 
to, Ohio, and points In Mercer County, 
Pa , <d> between points in Mercer Coun¬ 
ty. Pa., and points in Ashtabula. Mahon¬ 
ing. Trumbull, Columbiana, and Port¬ 
age Counties, Ohio, on the one hand, 
and, on the other, points in Ohio, <c> 


between points in Ohio, West Virginia, 
and Pennsylvania, within 50 miles of 
Toronto, Ohio, on the one hand, and, on 
the other, points In Ohio, (f) between 
points in Guernsey. Noble. Monroe. Bel¬ 
mont, Wayne. Holmes, Coshocton. Tus¬ 
carawas. Carroll, Harrison, and Jeffer¬ 
son Counties, Ohio; and Marshall. Wet¬ 
zel. Hancock. Ohio, and Brooke Counties, 
W. Va., within 50 mies of Toronto, Ohio, 
on the one hand. and. on the other, 
points In Mercer County. Pa., and points 
in Ashtabula. Mahoning. Trumbull. Co¬ 
lumbiana. and Portage Counties. Ohio, 
(g) between points In Lawrence, Beaver, 
Allegheny. Washington. Greene. West¬ 
moreland. Fayette. Butler, and Arm¬ 
strong Counties. Pa on the one hand, 
and. on the other, points in Ohio, (h) 
between points In Mercer County, Pa., on 
the one hand, and. on the other, points 
in Ohio and points in West Virginia and 
Pennsylvania, within 50 miles of Toronto. 
Ohio (elimination in port (4) of Ohio 
and Mercer County, Pa. gateways); 

(5) Limestone and limestone products . 
insecticides, herbicides, fungicides, fer¬ 
tilizer. and fertilizer ingredients and ma¬ 
terials (other than such commodities in 
bulk liquid form*, and iron-bearing ag¬ 
glomerates, (a) from Mahoning Town¬ 
ship, Lawrence County. Pa., to points in 
Ohio, (b) from points in Ohio to points 
in West Virginia and points in Ohio on 
and east of U.S. Highway 23. restricted 
against the transportation of the above- 
named commodities, in bulk, to points in 
West Virginia and points in that part of 
Ohio on and north of the southern boun¬ 
daries of Franklin, Licking, Muskingum. 
Noble, and Monroe Counties, Ohio (eli¬ 
mination in part <5> of Atwater, Ohio, 
gatewray); (6) Limestone and limestone 
products, fungicides, fertilizer . and fer¬ 
tilizer ingredients and materials, in bulk, 
in dump vehicles, from Lawrence Coun¬ 
ty, Pa. to points in Ohio. Pennsylvania, 
and West Virginia within 50 miles of 
Toronto, Ohio (elimination in (6) of 
Ohio gateways): (7) Iron bearing fines, 
as are usually transported in dump ve¬ 
hicles. (a) from points in Ohio, Penn¬ 
sylvania. and West Virginia within 50 
miles of Toronto. Ohio, to Mahoning 
Township. Lawrence County, Pa. (elimi¬ 
nation of southern Ohio and Atwater, 
Ohio, gateways): <b> from Lucas Coun¬ 
ty. Ohio, east of US. Highway 23 to 
points in Ohio. Pennslvania. and West 
Virginia within 50 miles of Toronto, 
Ohio (elimination In (7)(b) of Atwrater 
and Columblaim County. Ohio, gate¬ 
ways); (8) lime (a* from Brnnchton, 
Pa., to points in Ohio, and (b) from 
Branchton, Pa . to points in Pennsyl¬ 
vania and West Virginia within 50 miles 
of Toronto. Ohio (elimination in <8> of 
Atwater and Ohio gateways); (9) coal , 
in bulk, in dump vehicles, (a) from 
points In Clay and Laurel Counties, Ky , 
and the facilities of Perry Brothers Coal 
Co., located in Mercer County. Pa., to 
points In Mercer County. Pa., and points 
In Ohio. Pennsylvania, and West Vir¬ 
ginia. within 50 miles of Toronto. 
Ohio, (b) from points in Ohio. Penn¬ 
sylvania. and West Virginia within 
50 miles of Toronto. Ohio, to points 
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In the lower peninsula ol Michi¬ 
gan, restricted against the transporta¬ 
tion of traffic moving to Canada, (c) from 
point* In Mercer County. Pa.; and points 
in Ashtabula. Mahoning. Trumbull Co¬ 
lumbiana, and Portage Counties, Ohio, to 
points in the lower peninsula of Michi¬ 
gan, <d) from points in Mercer County, 
Pa.; and Ashtabula. Mahoning. Trum¬ 
bull. Columbiana, and Portage Counties. 
Ohio, to points in Pennsylvania (except 
points in Butler. Crawford. Venango. 
Armstrong. Indiana. Westmoreland, 
Washington. Oroenc. Payette. Somerset. 
Mercer. Lawrence. Beaver. Clarion, and 
Allegheny Counties), <e> from points in 
Ohio. Pennsylvania, and West Virginia 
within 5 miles of Toronto, Ohio, to points 
in Pennsylvania (except points In Butler, 
Crawford, Venango, Armstrong. Indiana, 
Westmoreland, Washington. Greene. 
Fayette. Somerset. Mercer. Lawrence, 
Beaver. Clarion, and Allegheny Coun¬ 
ties* (elimination in part <9i of Ohio 
gateways); 

(10) Coal, builders supplies, farm sup¬ 
plies, farm commodities, lumber and lops, 
as are usually transported In dump 
trucks, (a) between points in Ohio, on 
the one hand. and. on the other, points 
in Ohio. Pennsylvania, and West Vir¬ 
ginia. within 50 miles of Toronto. Ohio, 
including Toronto, and (b) between 
points In Ohio, on the one hand, and, 
on the other, points in Mercer 
County, and points in Ashtabula. Trum¬ 
bull. Mahoning. Columbiana, and Por¬ 
tage Countifes, Ohio (elimination In <10> 
of Atwater. Ohio gateway». 

Non.—The purpose of port* (I). (2). and 
<3) is to convert a certificate of registration 
to a certificate of public convenience and 
necessity. The purpose of parta (4) through 
(10) it to eliminate gateways in Ohio and 
Mercer County. Pa. pursuant to ^Ex Parte 
55 (gub-No 8). Oateway elimination. 119 
M.C.C. 580 (1074). If a hearing is deemed 
necessary, applicant request* It 'be held at 
Columbus. Ohio. This application la directly 
related to a finance matter In MC-F-13258 
which was noticed In the PanaHsi. Bamam 
issue of June 30. 1077. 

Motor Carrie* Alternate Routes 
Deviations 

The following letter-notices to operate 
over deviation routes for operating con¬ 
venience only have been Hied with the 
Commission under the Deviation Rules— 
Motor Carrier of Property (49 CFR 
1042.4(C) <11)1. 

Protests against the use of any pro¬ 
posed deviation route herein described 
may be filed with the Commission in the 
manner and form provided in such rules 
at any time, but will not operate to stay 
commencement of the proposed opera¬ 
tions unless filed within 30 days from the 
date of this Fideral Register notice. 

Each applicant states that there will 
be no significant effect on the quality of 
the human environment resulting from 
approval of Its request. 

Motors Carriers or Property 

No. MC 3054 (Deviation No. 17). 
TUCKER FREIGHT LINES, INC., P O. 
Box 3144. South Bend. Ind. 46019. filed 
June 22. 1977. Carrier proposes to oper¬ 


ate as a common carrier, by motor vehi¬ 
cle. of general commodities . with certain 
exceptions, over a deviation route as 
follows: From Michigan City. Ind.. over 
UB. Highway 421 to Junction UB. High¬ 
way 231. thence over UB. Highway 231 
to Junction Interstate Highway 74. 
thence over Interstate Highway 74 to 
junction Interstate Highway 80. thence 
over Interstate Highway 80 to Junction 
U.S. Highway 63, thence over UB. High¬ 
way 63 to junction UB. Highway 30 near 
Tama. Iowa, and return over the same 
route for operating convenience only. 
The notice indicates that the carrier is 
presently authorized to transport the 
same commodities over a pertinent sen - 
ice route as follows: From Michigan City, 
Ind.. over UB. Highway 20 to junction 
UB. Highway 66. thence over UB. High¬ 
way 66 to Junction Illinois Highway 53, 
thence over Illinois Highway 53 (for¬ 
merly Alternate UB. Highway 66> to 
junction UB. Highway 66. thence over 
UB. Highway 66 to Junction Interstate 
Highway 70. thence over Interstate High¬ 
way 70 to Junction US. Highway 61. 
thence over UB. Highway 61 to junction 
U.8. Highway 218. thence over UB. High¬ 
way 218 to Junction UB. Highway 30. 
thence over U S. Highway 30 to Junction 
Towa Highway 14, thence over Iowa 
Highway 14 to Marshalltown. Iowa, and 
return over the same route. 

No. MC 52752 (Deviation No. 4). 
WESTERN TRANSPORTATION CO„ 
1300 W. 35th Street, Chicago. HI 60609, 
filed June 27. 1977. Carrier’s representa¬ 
tive: Edward Bazelon. 39 S. LaSalle SL. 
Chicago, Ill. 60603. Carrier proposes to 
operate as a common carrier, by motor 
vehicle, of general commodities, with 
certain exceptions, over a deviation route 
as follows: From Cedar Rapids. Iowa, 
over Iowa Highway 149 to Homestead. 
Iowa, and return over the same route 
for operating convenience only. The no¬ 
tice indicates that the carrier is presently 
authorized to transport the same com¬ 
modities. over a pertinent service route 
as follows: From Cedar Rapids. Iowa, 
over UB. Highway 218 to Iowa City. 
Iowa, thence over U S. Highway 6 to 
Homestead. Iowa, and return over the 
same route. 

No. MC 11231 ‘Deviation No. 60>. 
JONES TRUCK LINE8, INC., 610 E. 
Emma Ave.. Springdale. Ark. 72764. filed 
June 24. 1977. Carrier's representative: 
Kim D. Mann, Suite 1010, 7101 Wiscon¬ 
sin Avenue. Washington. D C. 20014. Car¬ 
rier proposes to operate as a common 
carrier , by motor vehicle, of general com¬ 
modities. with certain exceptions, over a 
deviation route as follows: From El Dor¬ 
ado. Ark., over UB. Highway 167 to Junc¬ 
tion Interstate Highway 20 near Huston. 
La., thence over Interstate Highway 20 
(using portions of U.S. Highway 80 where 
Interstate Highway 20 is not completed) 
to Junction Interstate Highway 20 By- 
Pass and U.S. Highway 80 north and 
east of Vicksburg, Miss., and return 
over tbc same route for operating con¬ 
venience only. The notice indicates that 
the carrier is presently authorized to 
transport the same commodities, over a 


pertinent service route as follows: From 
El Dorado. Ark., over UB. Highway 82 
to Junction UB. Highway 61 near Lcland. 
Miss., thence over UB, Highway 61 to 
Junction UB. Highway 80 and Interstate 
Highway 20 By-Pass, and return over 
the same route. 

Motor Carrier Intrastate 
Application) s> 

The following application (8 > for motor 
common carrier authority to operate in 
intrastate commerce seek concurrent 
motor carrier authorization In interstate 
or foreign commerce within the limits of 
the intrastate authority sought, pursu¬ 
ant to Section 206»a>(6) of the Inter¬ 
state Commerce Act. These applications 
are governed by 8pecial Rule 245 of the 
Commission’s General Rules of Practice 
(49 CFR 1100.245), which provides 
among other things, that protests and 
requests for information concerning the 
time and place of State Commission 
hearings or other proceedings, any sub¬ 
sequent clianges therein, and any other 
related matters shall be directed to the 
State Commission with which the appli¬ 
cation is filed and shall not be addressed 
to or filed with the Interstate Commerce 
Commission. 

California Docket No. A 57339. amend¬ 
ment filed JLne 3. 1977. Applicant: 
MERRILL E. WOLKINS. doing business 
as California Mail Delivery Service. P.O. 
Box 77132, San Francisco, Calif. 94577 
Applicant’s representative: Raymond A. 
Greene. Jr., 100 Pine St.. Suite 2550. Son 
Francisco. Calif. 94111. Certificate of 
public convenience and necessity sought 
to operate a freight service as follows: 
Transportation of general commodities . . 
as follows: (A) Between all points In the 
San Francisco Territory as described in 
Note A. • B) between all points on and 
within the following routes: (1) UB. 
Highway 101. between San Francisco and 
Sausalito. inclusive; (2) Interstate High¬ 
way 80. between San Pablo and Crockett, 
Inclusive; (3) unnumbered road and 

route between Crockett and Martinez, 

inclusive; <4) unnumbered road and 

route between Martinez and Pittsburg, 
inclusive; (5) unnumbered road and 

route between Pittsburg and Antioch, in¬ 
clusive; (6) State Highway 4 between 
Antioch and the Willow Pass Road inter¬ 
section. Inclusive; f7) Willow Pass Road 
between the Intersection of Highway 4 
and the intersection of Interstate High¬ 
way 680, inclusive; (8> State Highway 4 
between its intersection with Willow 
Pass Road and its intersection with Port 
Chicago Highway, inclusive: (9) Monu¬ 
ment Boulevard between its intersection 
with State Highway 24 and its intersec¬ 
tion with Willow Pass Road, inclusive: 
(10) 8tate Highway 4 between its inter¬ 
section with Port Chicago Highway and 
its intersection with State Highway 24. 
inclusive; (11) State Highway 24 be¬ 
tween its intersection with State High¬ 
way 4 and Us intersection with Inter¬ 
state Highway 680. inclusive; (12) 
Interstate Highway 680 between Its In- 
tersectlon with State Highway 24 and 
its Intersection with Interstate Highway 
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580 at Dublin; (13) Interstate 680 be¬ 
tween its Intersection with Interstate 
Highway 580 at Dublin and Its Inter¬ 
section with Bernal Ave., Inclusive; <14) 
Hemal Avenue between Its intersection 
with Interstate Highway 680 and the 
City of Pleasanton. Inclusive; and 
• 15) Interstate Highway 680 between 
Its intersection with Interstate Highway 
580 at Dublin and its intersection with 
State Highway 238 at Mission San Jose. 
(C) Through routes and rates may be 
e.^iiblUhed between any and all points 
specified in paragraphs A and B above. 
\D> All Intermediate points on said 
routes and all off-route points within the 
outer perimeters of the routes designated 
herein may be served. (El From all 
points and places within the San Fran¬ 
cisco Territory (See Note A). on the one 
hand, to all points and places on or 
within 10 lateral miles of the following 
routes, on the other hand: (1) Interstate 
Highway 80 between San Francisco and 
Sacramento, inclusive; (2) State High¬ 
way 4 between Its junction with Inter¬ 
state Highway 80 near Pinole and Stock- 
ton. inclusive: (3) Interstate Highway 
580 between its intersection with State 
Highway 17 an<Uta intersection with In¬ 
terstate Highway 5. Inclusive: (4) Inter¬ 
state Highway 5 between Its intersection 
with State Highway 4 at Stockton and Its 
intersection with State Highway 198. In¬ 
clusive; (5) State Highway 120 between 
its intersection with Interstate Highway 
5 and Its Intersection with State High¬ 
way 99. Inclusive; (6) State Highway 
198 between its Intersection with Inter¬ 
state Highway 5 and Its Intersection with 
State Highway 99 near Visalia, Inclusive: 
<7> State Highway 99 between Sacra¬ 
mento and Tulare, inclusive; <8) State 
Highway 152 between its Intersection 
with Interstate Highway 5 and its inter¬ 
section with State Highway 99, inclu¬ 
sive; (9) State Highway 33 between its 
Intersection with State Highway 152 at 
the Dos Palos Wye and its Intersection 
with Interstate Highway 5. via Fire- 
baugh, inclusive; (10) State Highway 
180 between its intersection with State 
Highway 99. inclusive; and 
(11) State Highway 140 between Its 
intersection with Interstate Highway 5 
and State Highway 09. inclusive; (12) 
U S. Highway 101 between Us intersec¬ 
tion with Tully Road at San Jose and 
Salinas; (13) State Highway 17 between 
Its intersection with Los Gatos-San Jose 
Road at Los Gatos and its intersection 
tvith State Highway 1 at Santa Cruz, In¬ 
clusive; (14) State Highway 1 between 
Us intersection with State Highway 17 at 
Santa Cruz and ite Intersection with 
State Highway 68 at Monterey. (15) 
State Highway 150 West from Ite inter¬ 
section with State Highway 1 at Castro- 
YiUe to its intersection with UB. High¬ 
way 101. inclusive; (16) State Highway 
68 between its intersection with State 
Highway 1 at Monterey and its inter¬ 
section with UB. Highway 101 at Sa¬ 
linas, Inclusive; and (17) State High¬ 
way 152 between its Intersection with 
UB. Highway 101 at Gilroy and ite Inter¬ 
section with State Highway 1 at Watson¬ 


ville. inclusive. In performing the service 
herein authorized, applicant may make 
use of any and all streets, roads, high¬ 
ways and bridges necessary or conveni- • 
ent for the performance of said service, 
(except that pursuant to the authority 
herein granted carrier shall not trans¬ 
port any shipments of: 

(1) Used household goods, personal 
effects and office, store and institution 
furniture, fixtures and equipment not 
packed in salesmen's hand sample cases, 
suitcase, overnight or boston bags, brief 
coses, hat boxes, valises, traveling bags 
trunks, lift vans, barrels, boxes, cartons, 
crates, cases, baskets, palls, kits, tubs, 
drums, bags (jute, cotton, burlap or 
gunny) or bundles (completely wrapped 
in jute, cotton, burlap, gunny, fibre- 
board. or straw matting). (2) Livestock, 
viz.: barrows, boars, bulls, butcher hogs, 
calves, cattle, cows, dairy cattle, ewes, 
feeder pigs, gilts, goats, heifers, hogs, 
kids. Iambs, oxen, pigs, rams (bucks), 
sheep, sheep camp outfits, sows, steers, 
stags, swine or wethers. (3) Liquids, 
compressed gases, commodities in semi- 
plastic form and commodities in suspen¬ 
sion in liquids in bulk, in tank trucks, 
tank trailers, tank semitrailers or a com¬ 
bination of mch highway vehicles. (4) 
Portland or similar cements. In bulk or 
packages, when loaded substantially to 
capacity of motor vehicle. (5) Logs. (6) 
Articles of extraordinary value. (7) 
Commodities requiring the pse of special 
refrigeration or temperature control In 
specially designed and constructed re¬ 
frigerator equipment; and (8) Explo¬ 
sives subject to UB. Department of 
Transportation Regulations governing 
the Transportation of Hazardous Mate¬ 
rials.) In performing the service herein 
authorized, carrier may make use of any 
and all streets, roads, highways and 
bridges necessary or convenient for the 
performance of said service. 

Nora A.—San Francisco Territory Includes 
all the City of San Jose and that area em¬ 
braced by the following boundary: Begin¬ 
ning at the point the San Pranclsco-San 
Mateo County Line meets the Pacific Ocean; 
thence easterly along wild County Line to 
a point one mile west of 8tato Highway 82. 
southerly along an imaginary line ono mile 
west of and paralleling State Highway 82 to 
Its Intersection with Southern Pacific Com¬ 
pany right-of-way at Araatradcro Road, 
southeasterly along the Southern Pacific 
Company right-of-way to Pollard Road. In¬ 
cluding industries served by the Southern 
Pacific Company spur line extending ap¬ 
proximately two miles southwest from Simla 
to Pcrmnnente: easterly along Pollard Road 
to W. Parr Are; easterly along W. Parr Are.; 
to Capri Dr Ire; southerly along Capri Drlre 
to Dir talon St.; easterly along DlrUton 8t.; 
to the Southern Pacific Company right-of- 
way; southerly along the Southern Pacific 
right-of-way to the Campbell-Los Gatos CUy 
Limits: easterly along said limits and the 
prolongation thereof to South Bascom Are. 
(formerly San Jose-Los Gatoe Road), north¬ 
easterly along South Baecom Art. to Pox¬ 
worthy Are.; easterly along Poxworthy Are. 
to Almaden Road; southerly along Almaden 
Road to Hillsdale Are.; easterly along Hills¬ 
dale Ave.; to State Highway 82; northwest¬ 
erly along State Highway 82 to Tully Road; 
northeasterly along Tully Road and the pro¬ 
longation thereof to White Road; north¬ 


westerly along White Road to McKee Road: 
southwesterly along McKee Road to Capitol 
Are.; northweeterly along Capitol Are.; to 
State Highway 238 (Oakland Road); north¬ 
erly along State Highway 238 to Warm 
Spring*, northerly along State Highway 238 
(Mission Bird.) rla Mission San Jose and 
Niles to Hayward; northerly along Foothill 
Bird, and MacArthur Bird, to Seminary Area 
easterly along Seminary Are.; to Mountain 
Bird.; northerly along Mountain Bird, to 
Warren Bird. (State Highway 13); northerly 
along Warren Bird, to Broadway Terrace; 
westerly along Broadway Terrace to College 
Are.; northerly along College Are.; to Dwight 
Way; easterly along Dwight Way to the Ber¬ 
keley-Oak land Boundary Line; northerly 
along said boundary line to the Campua 
Boundary of the University of California; 
westerly, northerly and easterly along the 
campua boundary to Euclid Are.; northerly 
along Euclid Are.; to Marin Are.; westerly 
along Marin Are.; to Arlington Are : north¬ 
erly along Arlington Are.; to San Pablo Are : 
(Slat* Highway 129): northerly along San 
Pablo Are.; to and Including the City of 
Richmond to Point Richmond; southerly 
along an imaginary line from Point Rich¬ 
mond to the San Francisco waterfront at the 
foot of Market St.; westerly along said water¬ 
front and shoreline to the Pacific Ocean: 
southerly .along the Shoreline of the Pacific 
Ocean to point of beginning. Intrastate, In¬ 
terstate and foreign commerce authority 
sought. 

Hearing.—Dale, time and place not 
yet fixed Request* for procedural infor¬ 
mation should be addressed to the Pub¬ 
lic Utilities Commission. State of Cali¬ 
fornia. State Building. Civic Center. 455 
Golden Gate Ave., San Francisco. Calif. 
94102 and should not be directed to the 
Interstate Commerce Commission 

California Docket No. A 55339. 2nd 
Amendment file*! June 30. 1977. Appli¬ 
cant: WEBSTER DELIVERY SERVICE. 
INC., 6360 S. Greenwood. City of Com¬ 
merce, Calif. 90022. Applicant’s repre¬ 
sentative: Levin & Oberman Incorpo¬ 
rated. 3550 Wilshlrc Blvd.. No. 1420 Los 
Angeles. Calif. 90010. Certificate of Pub¬ 
lic Convenience and Necessity sought to 
operate a freight service as follows: 
Transportation of General commod¬ 
ities; however the following commodities 
shall not be transported: (a) Used 
household goods and personal effects not 
packed In accordance with the crated 
property requirements as set forth in 
paragraph (d) of Item No. 10-C of Mini¬ 
mum Rate Tariff No. 4-A; (b> liquids, 
compressed gases, commodities in semi¬ 
plastic form or commodities in suspen¬ 
sion; liquids in bulk in tank trucks, tank 
trailers or tank and semi-trailers or a 
combination of such highway vehicles, 
(c) commodities when transported In 
motor vehicles equipped for mechanical 
mixing transit, (d) articles of extraordi¬ 
nary value; and (e) automobiles, trucks 
or buses, new or used, finished or un¬ 
finished. viz.: passenger automobiles (in¬ 
cluding jeeps); ambulances; hearses; 
taxics; freight automobiles; automobile 
trucks and trailers combined; buses or 
bus chassis. Such general commodities 
are to be transported in the area known 
as the Lor Angeles Basin Territory, 
which includes that area embraced by 
the boundary more fully described in the 
attached which Is incorporated herein 
by this reference. 
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NOTICES 


Los Angeles Basin Territory includes 
that area embraced by the following 
boundary: Beginning at the point Ven¬ 
tura County-Los Angeles County bound¬ 
ary line intersects the Pacific Ocean: 
thence north easterly along said county 
line to the point it intersects State High¬ 
way No. 118. approximately two miles 
west of Chatsworth; easterly along 
Highway No. 118 to Sepulveda Boule¬ 
vard; northerly along Sepulveda Boule¬ 
vard to Chats worth Drive; northeaster¬ 
ly along Chatsworth Drive to the corpo¬ 
rate boundary of the City of San Fer¬ 
nando; westerly and northerly along 
said corporate boundary to McClay 
Ave.; northeasterly along McClay Ave.; 
and its prolongation to the Angeles Na¬ 
tional Forest Boundary; southeasterly 
and easterly along the Angeles National 
Forest and San Bernardino National 
Forest boundary to the county road 
known as Mill Creek Road; westerly 
along Mill Creek Road to the county 
road 3,8 miles north of Yucaipa; south¬ 
erly along said county road to and in¬ 
cluding the unincorporated community 
of Yucaipa; westerly along Redlands 
Boulevard to U.8. Highway No. 99: 
northwesterly along U.S. Highway 99 to 
the corporate boundary of the City of 
Redlands; westerly and northerly along 
said corporate boundary to Brookside 
Ave.; westerly along Brookside Ave.; to 
Barton Ave.; westerly along Barton 
Ave.; and its prolongation to Palm Ave.; 
westerly along Palm Ave.; to La Cadcna 


Drive: southwesterly along La Cadcna 
Drive to Iowa Ave.; southerly along Iowa 
Ave.; to U.S. Highway No. 60; southwest¬ 
erly along UB. Highways Nos. 60 and 395 
to the county road approximately one 
mile north of Perris; easterly along said 
county road via Nuevo and Lakeview to 
the corporate boundary of the City of 
San Jacinto; easterly, southerly and 
westerly along said corporate boundary 
to San Jacinto Ave.; southerly along 
San Jacinto Ave.; to State Highway No. 
74. 

Westerly along State Highway No. 74. 
to the corporate boundary of the City of 
Hemet; southerly, westerly and north¬ 
erly along said corporate boundary to the 
right of way of the Atchison, Topeka & 
Santa Fe Railway Company; southwest¬ 
erly along said right of way to Wash¬ 
ington Ave.; southerly Washington Ave.: 
through and including the unincorpo¬ 
rated community of Winchester to Ben¬ 
ton Road; westerly along Benton Road 
to the county road Intersecting U.S. 
Highway No. 395. 2.1 miles north of the 
unincorporated community of Temecula; 
southerly along said county road to UB. 
Highway No. 395; southeasterly along 
U.S. Highway No. 395 to the Riverside 
County-San Diego County boundary line, 
westerly along boundary line to the 
Orange County-San Diego County boun¬ 
dary line; southerly along said boundary 
line to the Pacific Ocean to point of be¬ 
ginning. Intrastate, interstate and for¬ 
eign commerce authority sought. 


Hearing.—Date, time and place not 
yet fixed. Requests for procedural Infor¬ 
mation should be addressed to the pub¬ 
lic Utilities Commission. State of Cali¬ 
fornia, State Building. Civic Center. 455 
Golden Gate Ave., San Francisco, Calif 
94102 and should not be directed to the 
Interstate Commerce Commission. 

Florida Docket No. 770469-CCT. filed 
June 14. 1977. Applicant: LIGHTNING 
TRUCKING COMPANY. 645 North Lam 
Ave., Jacksonville. Fla. 32205. Applicant - 
representative: O. C. Bcakcs. 1409 Bar¬ 
nett Bank Building. Jacksonville, Fla 
32202. Certificate of Public Convenience 
and Necessity sought to operate a freight 
service as follows: Transportation of 
General commodities (except Classes A 
and B explosives, household goods, com¬ 
modities in bulk, and commodities re¬ 
quiring special equipment), betwee: 
points in Jacksonville, Fla., and Its com¬ 
mercial zone. Intrastate, interstate and 
foreign commerce authority sought. 

Hearing.—Date, time and place not yet 
fixed. Requests for procedural lnfornm 
tion should be addressed to the Florid. 
Public Service Commission. 700 8outh 
Adams 8trecL Tallahassee. Fla. 32304 
and should not be directed to the Inter¬ 
state Commerce Commission. 

By the Commission. 

H. O. Homice, Jr., 
Acting Secretary . 

(PR Doc 77-15354 Plied 7-7-77;8:45 am] 
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sunshine act meetings 


ThU section of the FEDERAL REGISTER contains notices of meetings published under the “Government In the Sunshine Act" (Pub. L 94—409). 
5 U S-C. 5 52b (e)(3). 

- y 


CONTENTS 

Item 


Civil Rights Commission- 1 

Equal Employment Opportunity 

Commission_ 2 

Federal Election Commission_ 3 

Federal Maritime Commission_ 4 

Securities and Exchange Com¬ 
mission ____- 5 


1 • 

AGENCY HOLDING THE MEETING: 
Commission on Civil Rights. 

FEDERAL REGISTER CITATION OF 
PREVIOUS ANNOUNCEMENT: 42 FR 
34403. July 5. 1077. 

PREVIOUSLY ANNOUNCED TIME 
AND DATE OF MEETING: July 8. 1977, 

7-10 p.m. 

CHANGES IN THE MEETING: Time of 
meeting Is changed to 4-10 pm. 

CONTACT PERSON FOR FURTHER 
INFORMATION: 

Barbara Brooks. Public Affairs Unit 
(202-254-6697). 

(8-833-77 riled 7-6-77; 10:02 am) 


2 

AGENCY HOLDING THE MEETING: 
Equal Employment Opportunity Com¬ 
mission. 

TIME AND DATE: 9:30 a,m. (eastern 
time), Tuesday. July 12.1977. 

PLACE: Chairman's Conference Room. 
No. 5240. on the fifth floor of the Colum¬ 
bia Plaza Office Building. 2401 E Street 
NW,. Washington, D.C. 20506. 

STATUS: Parts of the meeting will be 
open to the public. The rest of the meet¬ 
ing will be closed to the public. 

MATTERS TO BE CONSIDERED: Por¬ 
tion open to the public: 

(1) Freedom of Information Act Appeal 
No. 77-4FOIA-97. Bequest, by an Attorney 
representing sn employer charged with dis¬ 
crimination, for an aHldavH submitted to the 
Commission by the party tiling the charge 
o* d 1 crimination. 

(2) “ Dona fide “ seniority systems. Recom¬ 
mendations concerning the appropriate In¬ 
terpretation of recent U.S. 8nprrme Court 
decisions defining the application of tttte vn 
to “bona flde“ seniority systems. 

(3) Review of procedures for seeking tem¬ 
porary restraining orders 

Portions closed to the public : 

(JI Litigation authorization; general coun- 
ref recommendation*. Matters closed to the 
Public under 11012.13(a) of the Commla- 
•lon s regulations (42 FR 13830. March 14. 

1977). 

(3) Audit Rcixnrt No. 0-77-400-20-015 
°( £ LOC Financial Services DivUion for fiscal 
Vcar 1975; resolution of Anti-Deficiency Act 


question. The Commission will consider an 
opinion and recommendation submitted by 
the Oeneral Counsel. 

Not*. —Any matter not discussed or con¬ 
cluded mny be carried over to a later meet¬ 
ing. 

CONTACT PERSON FOR MORE IN¬ 
FORMATION: 

Marie D. Wilson, Executive Officer. 
Executive Secretariat, at 202-634-6748. 
This notice Issued July 5.1977. 

[8-834-77 Piled 7-8-77:11:65 am| 


3 

AGENCY HOLDING THE MEETING: 
Federal Election Commission. 

DATE AND TIME: Wednesday. July 13. 
1977. at lOa.n^ 

PLACE: 1325 K Street NW, Washing¬ 
ton. D.C. 

STATUS: This meeting will be closed to 
the public. 

MATTERS TO BE CONSIDERED: 
Compliance. 

PERSON TO CONTACT FOR INFOR¬ 
MATION: 

Mr. David Fiske, Press Officer, tele¬ 
phone 202-523-4065. 

Marjorie W. Emmons. 
Secretary to the Commission, 

[S-830-77 Piled 7-5-77:4 23 pm| 


4 

AGENCY HOLDING THE MEETING: 
Federal Maritime Commission. 

TIME AND DATE: July 13. 1977. 10 a m. 

PLACE: Room 12126. 1100 L Street NW.. 
Washington. D.C. 20573. 

STATUS: Open. 

MATTERS TO BE CONSIDERED: 1. 
Agreement Nos. 8054-15 and 9502-10: 
Modification of the South and East 
Afrlca/UJB.A. Conference and the United 
States/South and East Africa Confer¬ 
ence Agreements—Miscellaneous amend¬ 
ments regarding membership require¬ 
ments and authorization of Chairman to 
fUc amendments. 

2. Agreement No. 10261; the UJB. 
South Atlantic/Spanish. Portuguese. 
Moroccan, and Mediterranean Rate 
Agreement, and Agreement No. 134-39; 
modification of the Gulf /Mediterranean 
Ports Conference—Creation of new rate 
agreement and limitation of existing 
agreement to prevent overlap. 

3. Agreement No. 9847-3—Pooling, 
sailing, and equal access to government- 
controlled cargo agreement—U.S. Atlan¬ 
tic Coast to Brazil—Proposed extension 
and miscellaneous amendments. 


4. Agreement No. 10028-5—Pooling 
and sailing agreement in the northbound 
trade from Brazilian porta to U.8. At¬ 
lantic Coast ports—Proposed extension 
and miscellaneous amendments. 

5. Petition for order requiring Sea- 
Land Service. Inc., to withdraw embargo 
notice and to carry cargo In accordance 
with current tariffs (U.S./Puerto Rico 
Trade). 

6. Notice of intent to make an environ¬ 
mental assessment: Docket No. 76-41 
—Berthing of Sea train vessels in San 
Juan. Puerto Rico. 

7. Special Docket No. 512— Corning 
Glass Works v. North Atlantic Conti¬ 
nental Freight Conference— Review of 
Initial decision. 

8. Sergio E. Vasques (FMC License No. 
1635)—Qualification for license as inde¬ 
pendent ocean freight forwarder. 

9. Special Docket No. 491—Munoz y 
Cabrcro v. Sea-Land Service. Inc.— Re¬ 
view of initial decision. 

10. Docket No. 77-2— Sun Company . 
Incorporated v. Lykes Bros . Steamship 
Company . Incorporated —Review of Ini¬ 
tial decision. 

'11. Docket No. 77-24—Financial re¬ 
sponsibility for oil pollution—final rules. 

CONTACT PERSON FOR MORE IN¬ 
FORMATION: 

Joseph C. Polking. Acting Secretary 

(202-523-5727). 

[S-831-77 Filed 7-6-77:4:22 pm) 


5 

AGENCY HOLDING THE MEETING : 
Securities and Exchange Commission. 

Notice is hereby given, pursuant to the 
provisions of the Government in the Sun¬ 
shine Act, Pub. L. 94-409, that the Secu¬ 
rities and Exchange Commission will 
hold the following meetings during the 
week of July U. 1977. in Room 825. 500 
North Capitol Street. Washington. D C. 

Closed meetings will be held on Tues¬ 
day, July 12. 1977, at 10 am. and imme¬ 
diately following the open meeting on 
Thursday. July 14. 1977. Open meetings 
will be helcf on Tuesday. July 12, 1977. at 
2:30 p.m. and on Thursday, July 14. 1977, 
at 2:30 p.m. 

The Commissioners, their legal assist¬ 
ants, the Secretary of the Commission, 
and recording secretaries will attend the 
closed meetings. Certain staff members 
who are responsible for the calendared 
matters may be present 

The General Counsel of the Commis¬ 
sion, or his designee, has certified that 
in his opinion, the items to be considered 
at the closed meetings may be so con¬ 
sidered pursuant to one or more of the 
exemptions set forth in 5 U.S.C. 552b(c) 
(4). (8). (9)A, and (10) and 17 CFR 
200.402(a). (4), (8), (9) (1), and (10). 
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SUNSHINE ACT MEETINGS 


Chairman Williams and Commission¬ 
ers Loomis, Pollack, and Evans voted to 
hold the aforesaid meeting in closed 
session. 

The subject matter of the closed meet¬ 
ing scheduled for Tuesday. July 12, 1977, 
will be: 

Formal order* of Investigation 
Institution of Injunctive action* 
Settlement of administrative proceedings. 
Referral of investigative tiles to Federal, 
State, or Self-Regulatory authorities 

Regulatory matters arising from or bearing 
enforcement implications. 

Other litigation matter* 

Mattem relating to lemur registration 
statement*, proxies, tender offer*, etc. 
Peraonnel matters. 

Freedom of Information Act appeal 


The subject matter of the open meet¬ 
ing scheduled for Tuesday. July 12. 1977, 
at 2:30 p.m. will be: 

l Consideration by the Commission of a 
recommendation that it issue for public com¬ 
ment (I) a revised version of proposed Rule 
206(4)-4 under the Investment Advisers Act 
of 1940, which would require Investment ad¬ 
visers to deliver to their client* and prospec¬ 
tive client* certain information about the 
adviser. (2) a revised and expanded Form 
ADV. the investment adviser registration 
form, and (3) a proposed form to be Hied 
annually by Investment advisers disclosing 
whether the adviser la *UU in business 

The subject matter of the open meet¬ 
ing scheduled for Thursday. July 14. 
1977. at 2:30 pjn. will be: 


1. Oral argument in support of American 
Bakeries Company** application pursuant to 
section 6(c) of the Investment Company Act 
of 1940 for an exemption from provisions of 
section 17(a)(2) of the Act. 

The subject matter of the closed meet¬ 
ing scheduled for Thursday. July 14. 1977 
immediately following the 2:30 p.m open 
meeting will be: 

Post-oral argument discussion 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Lawrence A. Horn (202-755-1563) or 

Edward A. Scallet (202-376-0025). 

July 5. 1977. 

18-632*77 Filed 7-5-77;4:22 pm| 
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NOTICES 


DEPARTMENT OF STATE 

lPublic Notice 553] 

FISHERY CONSERVATION ANO MANAGE¬ 
MENT ACT OF 1976 

Applications for Permits to Fish Off the 
Coasts of the United States 

The Fishery Conacrvation and Man¬ 
agement Act of 1976 <P.L. 94-265 > <thc 
"Act") provides that no Ashing shall be 
conducted by foreign fishing vessels in 
the Fishery Conservation Zone of the 
United States after February 28. 1977. 


except in accordance with a valid and ap¬ 
plicable permit issued pursuant to Sec¬ 
tion 204 of the Act. 

The Act also requires that all applica¬ 
tions for such permits be published in the 
Federal Register. 

Applications for fishing during 1977 
have been received from the Government 
of Italy, and are published herewith. 

Dated: July 1.1977. 

Albert I~ Zccca. 

Director, 

Office of Fisheries Affairs. 


FISHING VESSEL IDENTIFICATION FORM (FOREIGN) 


Peroit Period 
Applied For: 


App1 teat Ion No - 

For tlie of laming Office 


St at •: ITAM T 


1. Van* ct Ve»«el s £__. 

2. Vessel No.: Mull So._Registration No. _90]>- 

3. Ms*e sod Address of Owner Bane end Address of Charterer 

V JB . F.U.I CEFALt 1 ' FRANCESCO ___ 

vxuTzrrrcri usmv 

Address via P oor a to, 4, - _-- 

90139 Palermo _J.___:_ 


Cable Address 


A. Moirport end Stele of Registry: --——-— 

5. Type of Vessel Stern Traw ls____ 

6. Tonnage (Cross) 1335. 98^ (Net) — 

7. Length 71.15 H . B. Breedth ll t 52_H . 9. Praft 6.Q2. 

10. Horsepower 1910 shp. 11. M»*lsut Speed 11 bt. 

11* Propulsion: Diesel (X>, Steea ( )• D1esel/ElectrIc ( )• 

Other ___ —— — 

13. Pete Built 1*71 

14. Hunter end Nationality of Personnel_3 j .PglgQhgs ItEly-- 

Officers 10 Crew 22 Other (Specify) . — 

15. Coaau nlc at Iona: V1I7-FM (X). AM/SSR. Vole. (X). T.l.fr.phy ( ). 

Other _____— 

loternetl one 1 Radio Call Slg« TKljJ._ 

Radio Frequencies Monitored 24# 77 -—-— 

Other Working Frequencies __---- 

Schedule ___ -———-—-— 
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14. favigstion Zqulpacnt: Loran C (X), Loran A ( ), Ont%m < ), 
Decca ( X) , Vavcit ( )• Radar (x), rathooeter (x>. 

Other __ _ 

17. Cargo Capacity (MT) 

500 tons 

Salted Fish _ 

Tretth FlaS _ 

Frozen Fiah _ 5QO- 

Flsh Meal _ 

Other __ 

19. Processing tquipeent (Indicate d*ily capacity,MT) 


18. Cargo Space 
guaher 

Freeser 
Dry Hold 
Tanks 
Othc r 


— 


20. Fisheries for which Perwit is Requested: 


Ocean Area Fey tod 

(froa-To) 


Atlantic 1977 
(5 and 6) 


Species Contenplaned 
Catch (MT) 


Squids, 
Mackerel, 
Other finfish 


? 


400 


Cesr to be Ctad 


Bottom and mid¬ 
water trawls 






21. Han* and Address of Agent appointed to reeeivo any legal 
process issued In the United States: 

International Trading and Shipping Agency. 


25 Broadway 

Mew York, New York 

I PR Doc.77-10392 Filed 7-7-77:8:46 am) 
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NOTICES 


ENVIRONMENTAL PROTECTION 
AGENCY 

(PRL 720-51 

AIR QUALITY 

Recommended Policy on Control of Volatile 
Organic Compounds 

Purpose 

The purpose of U 1 I 5 notice is to rec¬ 
ommend a policy for 8tates to follow on 
the control of volatile organic compounds 
(VOC). which are a constituent In the 
formation of photochemical oxidants 
(smog). This notice does not place any 
requirements on States; State Implemen¬ 
tation Plan (8IP) provisions which offer 
reasonable alternatives to this policy will 
be approvable. However, this policy will 
be followed by EPA whenever it is re¬ 
quired to draft 8tote Implementation 
Plans for the control of photochemical 
oxidants. 

Background 

Photochemical oxidants result from 
sunlight acting on volatile organic com¬ 
pounds (VOC) and oxides of nitrogen. 
Some VOC. by their nature, start to form 
oxidant after only a short period of ir¬ 
radiation in the atmosphere. Other VOC 
may undergo Irradiation for a longer 
period before they yield measurable 
oxidant. 

In Its guidance to States for the prep¬ 
aration. adoption, and submittal of State 
Implementation Plans published in 1971. 
the Environmental Protection Agency 
emphasized reduction of total organic 
compound emissions, rather than sub¬ 
stitution. (See 40 CFR Part 51. Appendix 
B.) However, in Appendix B. EPA stated 
that substitution of one compound for 
another might be useful where It would 
result In a clearly evident decrease in 
reactivity and thus tend to reduce photo¬ 
chemical oxidant formation. Subse¬ 
quently. many 8tatc Implementation 
Plans were promulgated with solvent 
substitution provisions stmllar to Rule 
66 of the Los Angeles County Air Pollu¬ 
tion Control District. These regulations 
allowed exemptions for many organic 
solvents which have now been shown 
to generate significant photochemical 
oxidant. 

On January 29. 1976, EPA published 
its “Policy Statement on Use of the Con¬ 
cept of Photochemical Reactivity of Or¬ 
ganic Compounds in State Implementa¬ 
tion Plans for Oxidant Control/' The 
notice of availability of this document 
appeared in the F eder al Register on 
February 5.1976 <41 FR 5350). 

The 1976 policy statement emphasized 
that the reactivity concept was useful 
as an interim measure only, and would 
not be considered a reduction In organic 
emissions for purposes of estimating at¬ 
tainment of the ambient atr quality 
standard for oxidants. The document 
also included the following statement: 

Although the subelltution portions of Rule 
66 and similar rules represent s workable 
acceptable program at the present time, 
better subetttutlon regulations can be de¬ 
veloped. baaed on current knowledge of re¬ 


activity and industrial capability. SPA In 
collaboration with 8tate and industry repre¬ 
sentatives will formulate in 1976 an Im¬ 
proved rule for national use. 

SUMMARY 

Analysis of available data and infor¬ 
mation show that very few volatile or¬ 
ganic compounds arc of such low photo¬ 
chemical reactivity that they can be 
ignored in oxidant control programs. 
For this reason, EPA’s recommended 
policy reiterates the need for positive 
reduction techniques (such as the reduc¬ 
tion of volatile organic compounds In 
surface coatings, process changes, and 
the use of control equipment* rather 
than the substitution of compounds of 
low (slow) reacttvlty in the place of 
more highly (fast) reactive compounds. 
There are three reasons for this. First, 
many of the VOC that previously have 
been designated as having low reactivity 
are now known to be moderately or 
highly reactive In urban atmospheres. 
Second, even compounds that are pres¬ 
ently known to have low reactivity can 
form appreciable amounts of oxidant 
under multiday stagnation conditions 
such as occur during summer In many 
areas. Third, some compounds of low 
or negligible reactivity may have other 


Freon 114, and Freon 115, which are cur¬ 
rently used as aerosol propellants. The 
Agency is planning to Investigate control 
systems and substitutes for nonproj*?)- 
lant uses under TSCA, os announced or* 
May 13. Methyl chloroform is not a full? 
halogenated chlorofluoroalkane. Bather, 
It is among the chlorine-containing com¬ 
pounds for which the Agency has sot 
completed Its analysis; EPA has not yet 
concluded whether it is or Is not a threat 
to the stratospheric ozone. Therefore, it 
has been placed on this list as an accept¬ 
able exempt compound. As new informa¬ 
tion becomes available on these com¬ 
pounds. EPA will reconsider the recom¬ 
mendation. 

The volatile organic compounds listed 
in Table 2, while more photochemical? 
reactive than those in Table 1. never¬ 
theless do not contribute large quantit y 
of oxidant under many atmospheric con¬ 
ditions. 

Tabli 1 .—Volatile Or panic Compound* of 

Negligible Photochemical Reactivity That 

Should Be Exempt Prom Regulation Under 

State Implementation Plans 

Me thane 
Ktlmne 

l.l.i-Ttichlorocthane (MethylChloroform 
Trichloarotrinuoroethane (Preon 113) • 


deleterious effects. 

Of the small number of VOC which 
have only negligible photochemical re¬ 
activity’. several i benzene. acetonitrile, 
chloroform, carbon tetrachloride, ethyl¬ 
ene dichloridc. ethylene dlbromide. and 
methylene chloride > have been Identified 
or Implicated as being carcinogenic, mu¬ 
tagenic. or teratogenic. An additional 
compound, benzoldchyde, while produc¬ 
ing no appreciable ozone, nevertheless, 
forms a strong eye Irritant under irradia¬ 
tion. In view of these circumstances, it 
would be inappropriate for EPA to en¬ 
courage or support increased utilization 
of these compounds. Therefore, they are 
not recommended for exclusion from 
control. Only the four compounds listed 
in Table 1 are recommended for exclu¬ 
sion from SIP regulations and, therefore, 
it is not necessary that they be Inven¬ 
toried or controlled In determining re¬ 
ductions required to meet oxidant 
NAAQ8. these VOC should not be in¬ 
cluded in the base line nor should reduc¬ 
tions in their emission be credited toward 
achievement of the NAAQS. 

It is recognized that the two halo- 
genated compounds listed in Table l 
* methyl chloroform and Freon 113) may 
cause deterioration of the earth's ultra¬ 
violet radiation shield since they are 
nearly unreactive In the lower atmos¬ 
phere and all contain appreciable frac¬ 
tions of chlorine. The Agency has 
reached conclusions on the effects of only 
the fully halogenated chlorofluoroal- 
kanes. The Agency on May 13. 1977 (42 
FR 24542). proposed rules under the 
Toxic Substances Control Act (TSCA) to 
prohibit the nonessential use of fully 
halogenated chJorofluoroalkane3 as aero¬ 
sol propellants. The restrictions were ap¬ 
plied to all members of this class, in¬ 
cluding Freon 113. since they are poten¬ 
tial substitutes for Freon 11. Freon 12. 


• Th«ae compounds hnvo been impH '*1 
m having deleterious effects on •tratos.p:.' rie 
ooooc and. therefore, may be subject to fu¬ 
ture controls. 

Table 2 .— Volatile Organic Compound* 

Low Photochemical Reactivity 

Propane 

Acetone 

Methyl Ethyl Ketone 
Methanol 
laopropanol 
Methyl Benzoate 
Tertiary Alkyl Alcohols 
Methyl Acetate 
Phenyl Acetate 
Ethyl Amine* 

Acetylene 

N. N-dimethyl formamlde 

Only during multiday stagnation do 
Tabic 2 VOC yield significant oxid; ui* 
Therefore, if resources are limited or If 
the sources are located in areas wlurc 
prolonged atmospheric stagnation ate 
uncommon, priority should be given to 
controlling more reactive VOC first and 
Tabic 2 organics later. Table 2 VOC ivrc 
to be Included in base line emission in¬ 
ventories and reductions in them will be 
credited toward achievement of the 
NAAQS Reasonably available control 
technology’ should be applied to sipr. C- 
cant sources of Table 2 VOC where n t ' • 
sory to attain the NAAQS for oxida 
New sources of these compound* will uixo 
be subject to new* source review W l!rt# 
ments. 

Pcrchlorocthylene. th,e principal . - 

vent employed In the dry cleaning indus¬ 
try. is also of low reactivity, pomp**'™ 
to VOC listed in Table 2. It was not in¬ 
cluded in Table 2 because of reported Ad¬ 
verse health effects. Uses, environing ™ 
distribution, and effects of J»chJon>* 
ethylene currently are being studied in¬ 
tensively by occupational health au Ji ' 
ethylene currently are being studies f*** 
vestlgations may have major impend cu 
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industrial users. In designing control reg¬ 
ulations for perchloroethylone sources, 
particularly dry cleaners, consideration 
should be given to these findings u. 

Industry requirements and the cos 
applying controls. Available control 
nology is highly cost effective for 
perchloroethylene dry cleaning 01 
tions. However, for coin-operated and' 
Email dry cleaners, the same equipment 
would represent a heavy economic 
burden. 

As part of its continuing program. EPA 
will review new information relative to 
the photochemical reactivity, toxicity, or 
effects on stratospheric ozone of volatile 
organic compounds. Where appropriate, 
additions or deletions will be made to the 
lists of VOC in Tobels 1 and 2. 

Discussion 

Most air pollution control regulations 
applicable to stationary sources of VOC 
in the United States are patterned after 
Rule 06 of the Los Angeles County Air 
Pollution Control District (presently 
Regulation 442 of the Southern Califor¬ 
nia Air Pollution Control District*. Rule 
06 and similar regulations incorporate 
two basic strategies to reduce ambient 
oxidant levels, J.e., positive VOC reduc¬ 
tion and selective solvent substitution 
based on photochemical reactivity. Posi¬ 
tive* reduction schemes such as incinera¬ 
tion. absorption, and the use of low f -sol¬ 
vent coatings are acknowledged means of 
reducing ambient oxidant levels; they 
should be retained in future VOC control 
programs. In contrast, the utility of sol¬ 
vent substitution strategies has been 
questioned as more information on pho¬ 
to chemical reactivity has emerged. 

EPA acknowledged the shortcomings 
of solvent substitution based on Rule 66 
reactivity criteria in a 1976 policy state¬ 
ment (41 FR 5350). Findings were cited 
which Indicated that almost all VOC 
eventually react in the atmosphere to 
form some oxidant. Concurrently. EPA 
initiated an investigation to consider im¬ 
plications of revising the solvent tubsti- 
tuton aspects of Rule 66. Three separate 
forms were conducted with representa¬ 
tives of State and local air pollution 
control agencies, university professors, 
and Industrial representatives with 
knowledge and experU.se in the fields of 
fomospherte chemistry and industrial 
folvent applications. In addiUon. nu¬ 
merous discussions were held with ac¬ 
knowledged experts in the field. Topics 
of particular concern were: 

Whotber Rule 66 substitution criteria * 
could bo revised consistent with available 
nativity dot a and yet be compaUble with 
n»u ji trial processes and with product re- 

qvircmenu. 

Whether aome compounds are of sufll- 
low reactivity that they are not oxl- 
<wu precursors and can be exempted from 
control under State Implementation Plans 
Whether the Imposition of reactivity re- 
*triL*tiona in addition to positive emission 
l^ctonx wlU delay the development or 
«nplem*ntation of promising technologies. 
I^Ucularty the use of water-borne and 
hiph-noUda surface coatings. 


Investigation showed that; 

1. Solvent subs Mutton based on Rule 
66 has been directionally correct in the 
aggregate and probably effects some re¬ 
ductions in peak oxidant levels. How¬ 
ever. because of the relaUvety high rc- 
\cUvity of most of the substituted sol- 
r.ts, the reduction Is small compared to 
hat which can be accomplished with 
positive reduction techniques. Revision 
of Rule 66 consistent with current knowl¬ 
edge of reactivity would eliminate the 
solvent substitution option for most 
sources in which substituUon Is new em¬ 
ployed. Many of the organic solvents 
which have been categorized as having 
low photochemical reactivity are, in fact, 
moderately or highly reactive; they yield 
significant oxidant when subjected to 
irradiation in smog chambers designed to 
simulate the urban atmosphere. 

2. A few VOC yield only negligible 
ozone when irradiated in smog chambers 
under both urban and rural conditions. 
Experiments conducted to date indicate 
that only methane and ethane, a group 
of halogen a ted paraffins, and three other 
organics—benzene, benzaldchydc. and 
acetonitrile—can be so classified. These 
compounds react very slowly yielding 
little ozone during the first few days 
following their release to the atmosphere. 
Available data suggest that none of the 
listed compounds contribute significant 
oxidant even during extended irradiation 
under multiday stagnation conditions. 

The broad group “halogenated paraf¬ 
fins” includes important industrial 
solvents, most of which are chlorinated 
methanes and ethanes and chlorofluoro- 
ethanes. They find use as metal cleaning 
and dry cleaning solvents and as paint 
removers. Halogenated paraffins also 
serve as building blocks in the manufac¬ 
ture of other halogenated organics; 
these processes do not necessarily release 
significant VOC to the atmosphere. 

3. Besides focusing on VOC of 
negligible reactivity, smog chamber 
studies show that a few* additional VOC 
generate oxidant at a relatively slow’ rate. 
Under favorable atmospheric conditions, 
these VOC releases may not form oxidant 
until they have been transported sub¬ 
stantial distances and become greatly 
diluted. However, under multiday stag¬ 
nation conditions such as occur during 
summer in many areas of the middle and 
eastern United States, there is the 
potential for these organics to undergo 
appreciable conversion to oxidant. The 
more Important VOC in this category are 
acetone, methyl ethyl ketone, parchloro- 
cthylene. methanol, Isopropanol, and 
propane. All except propane are indus¬ 
trial solvents. The latter, a gas under 
normal conditions, is associated prin¬ 
cipally with crude oil and liquefied 
petroleum gas operations. 

4. The vast number of volatile organic 
compounds—particularly nonhalo^enat- 
ed VOC—yield appreciable ozone when 
irradiated in the presence of oxides of 
nitrogen. While there are measurable 
variations in their rates of ozone forma¬ 
tion, all are significantly more reactive 
than VOC listed in Table 2. Quickly re¬ 
active VOC include almost all aliphatic 
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and aromatic solvents, alcohols, ke¬ 
tones. glycols, and ethers. 

5. Low photochemical reactivity is not 
synonymous with low biological activity. 
Some of the negligible or slowly reactive 
compounds have adverse effects on hu¬ 
man health. Benzene, acetonitrile, car¬ 
bon tetrachloride, chloroform, perchlo¬ 
roethylene. ethylene dlchloride, ethylene 
dibromldc. and methylene chloride have 
been implicated as being carcinogens, 
teratogens, or mutagens. In addiUon. 
benzaldehyde. which produces no ap¬ 
preciable ozone, nevertheless forms a 
strong eye irritant under irradiation. 
While their use might reduce ambient 
oxidant levels, it would be unwise to en¬ 
courage their uncontrolled release. Ad¬ 
ditional halogenated organics are being 
investigated for possible toxicity. 

Most of the related health informa¬ 
tion available at tills time concerns acute 
toxicity. Threshold limit values (TLV’s) 
have been developed for many VOC. 
They are appropriate for the healthy, 
adult work force exposed eight hours a 
day. five days a week. Experts suggest 
that more stringent levels should be 
established for the general population. 
Hazards represented by chronic and sub¬ 
chronic exposure arc much more diffi¬ 
cult to quantify than acute toxicity. Ad¬ 
verse health effects ol the VOC cited 
above are generally recognized although 
not completely quantified. Chlorinated 
solvents currently are under intensive 
study. 

6. Some VOC are of such low photo¬ 
chemical reactivity that they persist in 
the atmosphere for several years, even¬ 
tually migrating to the stratosphere 
where they are suspected of reacting and 
destroying ozone. 8ince stratospheric 
ozone Is the principal absorber of ultra¬ 
violet (UV) light, the depletion could 
lead to an increase in UV penetration 
with a resultant worldwide increase in 
skin cancer. The only in-depth analysis 
of this potential problem has focused on 
the chlorofiuoromethanes <CFM>, Freon 
11 and Freon 12. because of their knowm 
stability and widespread use in aerosol 
containers. A report of the National 
Academy of Sciences concerning envi¬ 
ronmental effects of CFM’s concluded 
that: 

• • • ocletcive regulation of CFM u*e*» 
and releases is almou certain to be necrsxary 
at some time and to some extent of com¬ 
pleteness. 

In response to the report of the National 
Academy of Sciences and other studies. 
EPA on May 13. 1977 <42 FR 24542). pro¬ 
posed rules to prohibit noncssentlal use- 
age of fully halogenated chlorofluoroal- 
kunes as areosol propellants. The re¬ 
strictions wore applied to all members 
of this class including Freon 113 since 
they arc potential substitutes for Freon 
11. Freon 12. Freon 114, and Freon 115 
which are currently used os aerosol 
propellants. 

Other stable halogenated solvents 
which ore released in volumes compara¬ 
ble to the chlorofluoro&lkanes also are 
suspected of depleting the earth’s UV 
shield. Of major concern to the wide- 
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spread substitution of methyl chloroform 
(1,1.1 trichloroethane) for the photo- 
chemlcally reactive deceasing solvent 
trichloroethylene. Such substitution un¬ 
der Rule 66 generation regulations has 
already influenced industrial degreasing 
operations to the extent that methyl 
chloroform production has surpassed 
that of trichloroethylene in the United 
States. Any regulation in the area will 
have a marked effect on the production 
and atmospheric emissions of both sol¬ 
vents. Endorsing methyl chloroform sub¬ 
stitution would increase emissions, par¬ 
ticularly In industrial 8tates that have 
not. heretofore. Implemented Rule 66. On 
the other hand, disallowing methyl chlo¬ 
roform as a substitute or banning it alto¬ 
gether would significantly increase emis¬ 
sions of trichloroethylene even if de¬ 
greasers were controlled to the limits of 
available technology. Presently, tech¬ 
nology is only able to reduce emissions by 
approximately 50 percent. In metropoli¬ 
tan areas which have already imple¬ 
mented Rule 66. a return to trichloro¬ 
ethylene would have an adverse effect 
on ambient oxidant levels. In addition to 
being highly reactive, trichloroethylene 
has been implicated as a carcinogen. 

Alternatives to the above-cited choices 
would be (1) development and applica¬ 
tion of highly efficient degreaser control 
systems and <2> replacement with an 


intermediate solvent which is neither re¬ 
active nor detrimental to the upper at¬ 
mosphere. Major revisions would be 
needed to degreaser designs to improve 
vapor capture above the current best 
level. Anticipated design changes could J 
add materially to degreaser costs. No al-J 
temative solvent is clearly acceptably 
from the standpoints of photochemical* 
oxidant and stratospheric ozone deple¬ 
tion Neither methylene chloride nor 
trichlorotrifluoroethane are reactive, but, 
like methyl chloroform, arc suspected of 
causing damage to the stratospheric 
ozone layer. In addition, methylene chlo¬ 
ride is a suspect mutagen. Perchloro- 
ethylene. the principal dry cleaning sol¬ 
vent. does not present a hazard to the 
stratosphere but has been implicated as 
being a carcinogen and also reacts slowly 
in the atmosphere to form oxidant. 

7. Organic solvents of low or negligible 
photochemical reactivity have only 
limited use in many industries. Most are 
chlorinated organics that And principal 
applications as cleaners for metals and 
fabrics. A few nonhalogcnated VOC such 
as acetone, methyl ethyl ketone, and 
isopropanol are of low reactivity but 
these can’t possibly satisfy all the myriad 
needs of the paint, plastics, pharmaceu¬ 
tical. or many other industries. While 
users of reactive VOC usually can employ 
effective control equipment to recover or 


destroy VOC emissions, they seldom have 
the option of applying reactivity con- 

g tions in choosing solvents. Applying 
vlty restrictions to the surface coat- 
tdustry would be especially disad- 
geous since it would greatly inhibit 
fvelopment of low-solvent coatings; 
rally all of the organic solvents 

_to constitute high-solids coatings 

and wnter-borne coatings are. in fact, 
highly reactive. 

8 . It is recognized that smog chamber 
studies conducted to date are incomplete 
because many organic compounds have 
not been examined and it has been im¬ 
possible to duplicate all atmospheric sit¬ 
uations. For example, there has been 
only limited examination of oxidant for¬ 
mation under relatively high ratios oi 
VOC to NO. <30:1 and greater >. compar¬ 
able tp rural conditions. Any policy on 
photochemical reactivity necessarily has 
to be open to revision as new information 
is developed which may show specific 
organic compounds to be more or less 
photochemleally reactive than indicated 
by current data. 

Dated: June 29. 1977. 

Edward F. Tuxrk. 
Acting Assistant Administrator 
for Air and Waste Management. 
|FR Doc 77-10385 Filed 7-7-77:8:45 am| 
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PROPOSED RULES 


DEPARTMENT OF LABOR 

Office of the Secretary 
[ 29 CFR Parts 94. 95. 96. 98 ] 

COMPREHENSIVE MANPOWER PROGRAMS 
AND GRANTS TO AREAS OF HIGH 
UNEMPLOYMENT 

Proposed Rulemaking 

AGENCY: Employment and Training 
Administration. Labor 

ACTION: Proposed rules. 

SUMMARY: This document proposes to 
amend the Comprehensive Employment 
and Training Act of 1973 <CETA> reg¬ 
ulations. The changes are being proposed 
in order to reflect the experience gained 
during the first 3-years of Implementa¬ 
tion. clarify existing policies, and pro¬ 
vide for new approaches to the grant 
process. 

DATES: Comments are due by August 
8. 1977 

ADDRESSES: Comments sent to: Pierce 
A. Quinlan. Director. Office of Compre¬ 
hensive Employment Development. U.8. 
Department of Labor. 601 D Street N.W., 
Washington. D.C. 20213. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Pierce A. Quinlan. Director. Office of 
Comprehensive Employment Develop¬ 
ment. U S. Department of Labor. 601 D 
Street NW, Washington. DC. 20213. 
telephone 202-376-6254. 

SUPPLEMENTARY INFORMATION 
Summary or Proposed Chances 

A new paragraph is) in i 94.4. Defini¬ 
tions. would permit prime sponsors to 
utilize the higher of the poverty levels or 
70 percent of the lower living standard 
income level in determining whether a 
person is economically disadvantaged, 
and to annualize the family income of 
the applicant. 

A new grant procedure is being pro¬ 
posed which would substantially simplify 
the existing grant Application and close¬ 
out process. The new process would ne¬ 
cessitate changes in the following sec¬ 
tions : 

Sections 95.14; 95.16. 95.18; 95.21; 
95.52; 95.53; 95.54; 96.14; 96 43; 98.17. 

A new paragraph <a)<4><il> In $95.3. 
Eligibility for funds, would automatically 
extend eligibility as exceptional circum¬ 
stance prime sponsors to: <a> A unit of 
local government which was a prime 
sponsor in the previous fiscal year, had a 
population of at least 100.000 persons 
according to the previous year's census 
update estimate, and which has since 
decreased below 100.000 (but not below 
90.000) in population; and <b• a con¬ 
sortium where the independently eligible 
unit of general local government from 
the previous fiscal year has decreased 
below 100.000 <but not below 90.000 * in 
population. 

A new paragraph <d> in i 95.13. 
Planning process; advisory councils , 
would incorporate the provisions, re¬ 
quired by the recent Vocational Educa¬ 


tion Act amendments, for coordination 
efforts between the State Advisory Coun¬ 
cil on Vocational Education and the 
State Manpower Services Council. 

A new paragraph (c) in 9 95.31. Basic 
responsibilities of prime sponsors, and a 
revised f 96.28, Equitable service to the 
unemployed population; serving signifi¬ 
cant segments, would require prime 
sponsors to provide equitable service to 
the unemployed population in terms of 
age, race, and sex; identify the signifi¬ 
cant segments to be served; and Justify 
where service to the significant segments 
results in a plan of service which varies 
by more than 15 percentage points from 
the demographic characteristics of the 
unemployed population. 

New paragraphs «b> and <c> in I 98.12, 
Allowable Federal costs, clarify the use 
of funds for construction and for repairs, 
maintenance, and capital Improvements 
to existing faculties. 

Because of the proposed changes to 
simplify the grant process, in reading all 
the changes in conjunction with unre¬ 
vised portions of Parts 95. 96, and 98. 
whenever the terms "Comprehensive 
Manpower Plan" or “plan" appear in 
the unrevised portions, the terms “grant 
application" or “grant", as appropriate, 
shaU be substituted; except that in 
S? 95.l7«bH7>. 96.13. 96.24(cK2>. 98.6(f) 
<1). 98.8<b>(1), 98.15(b), 98.16. 98.27(g). 
98.30 ( a’. 98 32'b* in the last line, and 
98.32(b) (1), the term “Annual Plan" 
shall be substituted for the terms “plan" 
and “grant". 

Accordingly. 29 CFR Parts 94, 95. 96. 
and 98 are proposed to be amended as 
follows: 

PART 94—GENERAL PROVISIONS FOR 
PROGRAMS UNOER THE COMPREHEN¬ 
SIVE EMPLOYMENT AND TRAINING ACT 


gOt.i I)« firiiltun*. 

• • • * • • 
ra) “Economically disadvantaged" 
shall mean a person who Is a member 
of a family which: 

<1> Receives cash welfare payments, 
or 

<2» Has a total family income which, 
in-relation to family size, does not ex¬ 
ceed the poverty level determined in ac¬ 
cordance with criteria established by 
the Office of Management and Budget 
or 70% of the lower living standard in¬ 
come level, whichever is higher. Family 
income shall be determined by: 

(li Annualizing all monies received 
from ail sources during the 3 months 
preceding the assignment of the econom¬ 
ically disadvantaged classification, ex¬ 
cept for the monies excluded from family 
income as Indicated in the Forms Pre¬ 
paration Handbook, or 
(ID If, due to seasonal unemploy¬ 
ment <e.g., tcachcrsf, seasoned employ¬ 
ment. summer employment for youth, 
or other circumstances, the 3 month pe¬ 
riod is unrepresentative, totaling all 
monies received from all sources during 
the 12 months preceding the assignment 
of the economicaUy disadvantaged clas¬ 
sification. except for the monies excluded 


from famUy income as indicated in the 
Forms Preparation Handbook . 

• • • • • 

«v) “FamUy" shall mean one or more 
persons living in a single household who 
are related to each other by blood, mar¬ 
riage or adoption. A stepchUd who re¬ 
ceives at least 50% of his/her support 
from the stepparent shall be counted as 
a member of the stepparent's family. A 
member of a household: 

(1 > Who is 10 or older; 

(2» Who receives less than 50% of 
his/her maintenance from the family, 
and 

(3) Who is not the head of the house¬ 
hold or the spouse of the head of the 
household, shall not be considered a 
member of the family. Such an Individ¬ 
ual shall be consider a family residing 
alone or in group quarters. 

• • • • • 

<kk> “Participant" shall mean an in¬ 
dividual who is eligible for and takes 
part in activities under provisions of the 
Act or receives services funded under 
the Act. except for an Individual who re¬ 
ceives only outreach and intake services 
An individual applicant becomes a par¬ 
ticipant when: 

(1) The individual is declared eligi¬ 
ble upon intake; and 

(2) The individual receives employ¬ 
ment. training or services funded under 
the Act following intake, except for an 
Individual who receives only outreach 
and/or intake services. 


(fff» “Underemployed person" shall 
mean: 

(1) A person who is working part- 
time but has been seeking full-time work, 
and w’ho is a member of a family who«r 
total family Income (as defined in para¬ 
graphs (s> (2) (i> and (11) of this sec¬ 
tion) in relation to his or her family size 
docs not exceed the poverty level deter¬ 
mined in accordance with criteria estab¬ 
lished by OMB. and 

<2 1 A person who is working full-time 
and «fho is a member of a family whose 
total family Income (ns defined in para¬ 
graphs <s><2> <1> and (ll> of this sec¬ 
tion) in relation to his or her famih 
size, does not exceed the poverty level 
determined in accordance with criteria 
established by OMB. 


PART 95—PROGRAMS UNDER TITLE I OF 
THE COMPREHENSIVE EMPLOYMENT 
AND TRAINING ACT 

• • • * 
ft 95.3 Eligibility fur fiimL. 
ca)* ## 

(4Ml) Any unit of genea^al local gov¬ 
ernment. or any combination of such 
units, without regard U> population, 
which, in exceptional circumstances, is 
determined by the Secretary, after giving 
serious consideration to comments from 
the prime sponsor otherwise responsible 
for tlie area and the Governor, to serve a 
substantial portion (eg.. 75 percent) of 
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a functioning labor market area or to be 
a rural area with a high level of unem¬ 
ployment and to have demonstrated that 
<A> U lias the capability for effectively 
carrying out a comprehensive manpower 
program under the Act, evidenced by its 
effective operation of programs such as 
CEP or other multicomponent programs, 
•B) there is a special need for services 
provided by the Act (e.g.. the area has a 
high proportion of such groups within 
the population as older workers, high 
school dropouts, or has a high unemploy¬ 
ment rate, substantial outmigration or 
unique commuting problems, and <C> It 
will afford administrative and program¬ 
matic advantages over other methods of 
delivering services under the Act; 

til) The following units of general 
local government or combination of such 
units shall automatically be considered 
as exceptional circumstance prime spon¬ 
sors since such unlt(s) have been deter¬ 
mined by the Secretary to meet the re¬ 
quirements of paragraph ra>(4>(l> of 
this section: 

'A) A unit of general local gover- ~t 
which was a prime sponsor in the c- 
vious fiscal year, had a population of 
100,000 or more persons according to the 
previous year’s census update estimate, 
and has since fallen below 100.000 <but 
not below 00.000) in population; and 

< B) A combination of units of general 
local government which meet the re¬ 
quirements of paragraph (a) (3) <i) (A), 
<B>. and <D) of this section, which were 
members of the same consortium In the 
previous fiscal year, and which contain 
at least one unit which had a population 
of 100,000 or more persons according to 
the previous years census update esti¬ 
mate. but has since decreased below 
100.000 (but not below 00.000» in popu¬ 
lation; and 


§95.13 Planning prore**: advisor* 
rotmciU. 


«d> • • • 

< 2 > • • • 

(li> One representative shall be ap¬ 
pointed from each of the following: The 
State Board of Vocational Education, the 
State Advisory Council on Vocational 
Education, the State employment serv¬ 
ice. and any State agency the Governor 
believes has an interest in manpower or 
manpower-related services within the 
State <8ec. 203 of the Vocational Educa¬ 
tion Act of 1973. as amended (Pub L. 
94-482>). 


<4) Council responsibilities shall in¬ 
clude, but not be limited to: 

<i> Reviewing prime sponsor grant ap¬ 
plications. proposed modifications, and 
comments thereon, particularly for utili- 
*aUon of and coordination with State 
agencies and for coordination of plans 
*nd operations in contiguous areas. 


*i/ v L Submittin & m Annual Report to 
uie Governor which shall be a public 
document, and issuing such other studies, 
reports or documents to the Governor 


and prime sponsors as the SMSC believes 
necessary to effectively carry out the AcL 
The Annual Report shall include an 
analysis of the coordination achieved 
during the previous year, efforts taken 
to effect such coordination, and recom¬ 
mendations on potential actions that 
would further facilitate effective coordi¬ 
nation. This report shall be submitted 
no later than 120 day's after the end 
of the Federal fiscal year. A copy of 
this report shall also be submitted to 
the State Advisory Council on Vocational 
Education. Comments received from the 
State Advisory Council on Vocational 
Education shall be incorporated into the 
Annual Report to the Oovernor (Sec. 
203 of the Vocational Education Act of 
1973. as amended <Pub. L. 94-482)); 

(vi» Consulting with the State Advi¬ 
sory Council on Vocational Education in 
order to identify the employment and 
training vocational education needs 
within the State and to assess the extent 
to which employment training, voca¬ 
tional education, vocational rehabilita¬ 
tion and other programs assisted under 
this and related Acts represent a con¬ 
sistent. Integrated and coordinated ap¬ 
proach to meeting such needs (sec. 203 
of the Vocational Education Act of 1973. 
as amended <Pub. L. 94-482) »; and 

(vii) Commenting at least once an¬ 
nually on the reports of the State Advi¬ 
sory Council on Vocational Education 
and Incorporating those comments in the 
Annual Report to the Governor (Sec. 203 
of the Vocational Education Act of 1973. 
as amended < Pub. L. 94-482)). 

( 4 ) The Governor shall appoint a 
member of the Council to represent the 
SMSC on the State Advisory Council on 
Vocational Education. 

(5) The Oovernor shall appoint the 
chief executive officer of the Council to 
represent the Council on the State Oc¬ 
cupational Information Coordinating 
Committee. 


§ 95.1 i ( 4>iilent ami ripliuii of grant 
application. 

«a) General . This section describes the 
grant application which designated 
prime sponsors shall use to apply for 
funds under title I. The application shall 
consist of two documents, the Prime 
Sponsor Agreement (PSA) and the An¬ 
nual Plan (AP). Detailed Instructions for 
completing the application, which is de¬ 
scribed in summary form below, are con¬ 
tained in the Forms Preparation Hand¬ 
book. 

<b> Prime Sponsor Agreement. A des¬ 
ignated prime sponsor Applying for as¬ 
sistance for the first time shall submit 
to the RA a signed copy of the PSA. 
A designated prime sponsor which has 
already entered into a PSA in a previous 
year shall submit to the RA with Its 
Annual Plan, a certification that the 
PSA remains the same or that it Is 
revised as described in attachments to 
the certification. The Initial submission 
and subsequent certification of the PSA 
are subject to the comment and publi¬ 
cation procedures of i 95.15 (c), <d). and 
(c) of this part The PSA shall consist 
of the Signatory Page, the Narrative De¬ 


scription of General Information, Assur¬ 
ances and Certifications, and, for con¬ 
sortia. the approved consortium agree¬ 
ment. 

(1) Signatory page . The Signatory 
Page, when signed by the designated 
prime sponsor and the authorized rep¬ 
resentative of the RA. shall constitute 
a legal and binding document by which 
the designated prime sponsor agrees that 
all work performed under its Annual 
Plan will be in accordance with the Act. 
the Assurances and Certifications and 
the regulations of 29 CFR Parts 94. 95. 96 
and 98. 

(2) Narrative description of general 
information. The Narrative Description 
of General Information shall include a 
detailed statement on the following 
items: 

< 1) Program purpose. 

(ID Geographic description and eco¬ 
nomic conditions of area to be served 
A brief description of the geographic 
area to be served and the economic con¬ 
ditions of the area. 

‘1U> Approach. IA> A description of 
the recruitment and selection methods 
to be used. 

4 B> A description of the special con¬ 
sideration that will be given to the needs 
of eligible disabled veterans, special vet¬ 
erans. and veterans who served in the 
Armed Forces and received other than 
a dishonorable discharge within the four 
years prior to the date of their appli¬ 
cation. 

(C) A description of the placement 
and follow-up mechanisms and proce¬ 
dures to be used. 

(iv) Delivery agents. (A) An explana¬ 
tion of the methods and criteria to be 
used in the selection of deliverers of 
service. 

<B) A list of the manpower-related 
services and facilities which are avail¬ 
able from Federal. State, and local 
agencies and an Indication of which 
have been determined to have demon¬ 
strated effectiveness in providing man¬ 
power sendees. 

(C) A description of priority given to 
area skill centers. 

(D) A description of efforts to utilize 
apprenticeship or other on-the-job 
training opportunities available under 
Section 1787 of Title 38. United States 
Code. 

(v) Prime sponsor planning. <A> A 
description of the role and procedures of 
the planning council. 

<B> A description of the staff support 
of the council. 

<C> A list of the sectors represented 
on the council. 

(D> A description of the participation 
of community-based organization and 
groups in the program plan. 

(W) Management and administrative 
plan. —<A) Organisational structure. A 
description of the prime sponsor's orga¬ 
nizational structure. 

<B) Administrative controls. A de¬ 
scription of tiie internal administrative 
controls including: 

<1) Monitoring system; 

(2) Evaluation system; 
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<3* Personnel or merit system (includ¬ 
ing the prime sponsor s plan for obtaining 
on acceptable personnel system as 
required in $98.14<b>>; 

1 4 > Accounting system: 

<5* Fiscal reporting and participant 
tracking system (s): 

<C» Allowance payments system. A 
description of the details of the allow¬ 
ance payments system, including waiver 
provisions. 

<D> Griei'ancc procedures. A descrip¬ 
tion of the procedures for resolving any 
complaints of CETA participants, con¬ 
tractors. subgrantees and other parties 
prior to the Departments hearing 
process 

<E> Equal employment opportunity. 

A description of the mechanisms which 
will be used to assure nondiscrimination 
and equal employment opportunities. 

(vii) Public service employment pro - 
pram. <A» A description of actions to 
insure compliance with personnel proce¬ 
dures and collective bargaining agree¬ 
ments for jobs in other than the entry 
level. 

<B> A description of the training for 
supervisory personnel. 

<C> A description of efforts to remove 
art! flclul barriers 

<D» A description of the specific steps 
to be undertaken to provide considera¬ 
tion to special veterans, disabled vet¬ 
erans. those veterans who have received 
other than a dishonorable discharge 
within four years prior to application, 
and welfare recipients. 

<E> A description of the emphasis 
which will be placed on the development 
of Jobs for veterans w'hich will utilize 
skills acquired through their military . 
experience 

<3» • • • 

<v> Additional assurance for Title II 
programs: 

<A> Hiring of residents of areas of 
substantial unemployment for all Jobs 
created under Title II and providing 
services to benefit residents of such areas. 

* B > Selection of other than necessary 
technical supervisory and administra¬ 
tive personnel from the unemployed and 
underemployed population. 

(vl* Additional assurance for Title VI 
programs: 

(A> Only persons residing in the area 
served by the eligible applicant under 
title VI of the Act will be hired to fill 
lobs created under the Act and that the 
public services provided by such Jobs 
shall, to the extent feasible, be designed 
to benefit the residents of such areas 
except that funds allocated under title 
VI of the Act (section 603(a) <2> <B> >. 
to an area eligible for assistance under 
title II of the Act shall only be used to 
provide project and program opportu¬ 
nities to persons residing in those areas 
of substantial unemployment as defined 
in section 204(0. (Sec. 603(a) (2)>. 

«B) To the extent possible, adminis¬ 
trative staff shall be drawn from unem¬ 
ployed and underemployed persons. (Sec¬ 
tion 205(c)(20)). 

ic> On a date set by the Secretary, an 
Annual Plan for Title I must be sub¬ 
mitted by designated prime sponsors in 


order to obtain funds under Title I. The 
Annual Plan shall consist of the follow¬ 
ing: 

1 1) Application for Federal assistance . 
The Application for Federal Assistance 
shall identify the designated prime spon¬ 
sor and the amount of funds requested 
and provide information concerning the 
area to be served and the number of 
people expected to benefit from the pro¬ 
gram. Standard Form 424 contained in 
FMC 74-7 shall be used. 

(2) Annual narrative description of 
program. The Annual Narrative Descrip¬ 
tion of Program shall contain a detailed 
statement of the following items: 

(i> Objectives and needs for assist¬ 
ance. (A) A breakout of the unemployed 
population In terms of age. race and sex; 
identification of the significant segments 
to be served: and Justification where 
services to the significant segments re¬ 
sults in a plan of service which varies by 
more than 15 percentage points from the 
demographic characteristics of the un¬ 
employed population. 

iB> An assessment of job opportunities 
in the area. 

<il> Results and benefits expected . (A) 
A statement of the specific participant 
goals the prime sponsor intends to ac¬ 
complish. 

(B) A statement of other goals, 
ciiii Approach. —(A) Program activi¬ 
ties and services. (DA description of the 
activities and services to be provided. 

(2) A description of the participant 
flow and the relationship among Che ac¬ 
tivities to be provided. 

<J> A description of programs, if any, 
designed for persons of Limited English- 
speaking ability. 

i4) For those applicants intending to 
request funds under section 303. of the 
Act. a discussion of how migrants and 
seasonal farmworkers will be served. 

«B> Delivery agents. (D A list of de¬ 
liverers and the services to be provided 
by each. 

<2) A description of the linkage 
established. 

(3) An explanation for non-use or 
duplication of existing services and fa¬ 
cilities Including programs of demon¬ 
strated effectiveness listed in 5 95.14(b) 
(2) <iv> (B). 

<C> Discussion of program plannlno 
summary (PPS> and budget information 
summary ill An explanation of 

how the PPS reflects the goals, objec¬ 
tives, and activity description provided 
ahove. 

(2i An explanation of how costs were 
determined for the BIS. 

«D> Property. A list of any items of 
capital equipment which individually 
cost more than $1,000 including quantity 
and prices 

<lv> Public service employment pro¬ 
gram. (A> For those Title II applicants 
whose geographic area differs from the 
Title I area described in the PSA. a de¬ 
scription of the Title n area. 

(B) Analysis of public service needs . 
A description of the unmet public serv¬ 
ice needs. 

(C> Approach. A description by em¬ 
ploying agency of the types of Jobs to be 


funded including: iD An explanation of 
how these jobs relate to the public sex-v¬ 
ice needs identified in paragraph <c) 
<2>(ivHB> of this section. 

(2) A description of determination of 
rates of compensation when they differ 
from what is normally paid by the em¬ 
ployer. 

(3> A description of the education, 
training, and supportive services to par¬ 
ticipants. 

<4) A maintenance of effort verifica¬ 
tion. 

(5) A description of plans to Improve 
and expand employment and advance¬ 
ment opportunities of the target popu¬ 
lation. 

An explanation of how the public 
service employment program is inte¬ 
grated with other activities and service? 

(7» A narrative explanation for basics 
of funding and Job allocation to each 
local government and agency. 

<3> Program planning summary. The 
Program Planning Summary requires a 
prime sponsor to provide a quantitative 
statement of planned enrollment level?, 
the participants to be served by each 
program activity (classroom training, 
on-the-job ti-aining. public service em¬ 
ployment. wx>rk experience, and other 
activities > and planned outcomes for 
program participants. It shall also in¬ 
clude an identification of the significant 
segments of the population and the 
number of individuals in each to be 
served, 

(4> Budget information summary. The 
Budget Information Summary shall in¬ 
clude a quantitative statement of yearly 
planned expenditures by cost category 
• administration. allowances. wages 
fringe benefits, training, and services > 
planned quarterly obligations, and 
planned quarterly expenditures by pro¬ 
gram activity. 

<5> Public service employment occu¬ 
pational summary. The Public Service 
Employment Occupational Summon 
shall include a description of proposed 
public service Job opportunities, occupa¬ 
tions and wages. Including a comparison 
of such wages for similar unsubsidlzcv 
Jobs in each employing agency. If, at the 
time of submission of the Annual Plan, 
final decisions have not yet been made 
on all Jobs to be filled, the Occupational 
8ummary need not be submitted with 
the Annual Plan. Instead, it shall be sub¬ 
mitted to the RA as soon as all Jobs are 
selected but not later than 60 days after 
the date the Annual Plan is executed 


§ 95.1(» of &r«ul i»p|iliral»o*n 

< a > Except as indicated in paragraph 
(b) of this section, each designated prime 
sponsor shall simultaneously submit 
both parts of its grant application to the 
RA on or before a date set by the Secre¬ 
tary. An Approval Request Letter shall 
accompany the submission. 

<b> Newly designated prime sponsors 
shall submit the PSA no later than 30 
days prior to the submission of the An¬ 
nual Plan, on or before a date set by the 
Secretary. An Approval Request Letter 
shall accompany the submission. A signed 
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copy of the signatory page will be pro* 
vided to the designated prime sponsor by 
the RA Indicating approval of the PSA 
before submittal by the designated prime 
sponsor of its Annual Plan. 

§95.18 Application approval. 

• a) An application for a grant shall 
be approved if it meets the requirements 
of the Act, the regulations promulgated 
under the Act and other applicable law, 
and if the RA determines that the prime 
sponsor has demonstrated maximum 
efforts to meet the goals of the prior 
year's annual plan 

• • • • • 

id) In addition to notifying the desig¬ 
nated prime sponsor as provided In 
paragraph (c)(1) of this section. If an 
Annual Plan is approved, the RA shall 
provide the prime sponsor with a letter 
indicating approval. 

<e) Funding authority will be Issued 
by a Notice of Fund Availability. 

• • • • • 

§ 95.21 Modification*. 

(a) Modifications of the prime sponsor 
aor cement. (1) The Signatory Page and 
the Assurances and Certifications shall 
only be modified at the initiation of the 
RA. after consultation with the prime 
sponsor, to Insure compliance with the 
regulations. 

(2) The narrative description of gen¬ 
era/ information of the PSA. The Narra¬ 
tive Description shall be modified as 

follows: 

<i) RA initiated modifications. RA> 
may require modification to insure com¬ 
pliance with the regulations, after 
consultation with the prime sponsor. 

ill) Prime sponsor initiated modifica¬ 
tions. <A> When significant changes are 
Planned in the systems and procedures, 
such as a change in the allowance pay¬ 
ment system, prior regional office 
approval Is necessary. 

• B> The prime sponsor may make any 
changes other than those described in 
*a)<l>, (a)(2) (1). and (il)(A) of this 
section without prior regional office ap¬ 
proval. but must notify the RA of these 
changes in writing by the end of the 
smarter In which the change occurs. 
Revised portions of the PSA need not 
be submitted with the notice. 

(3) Format . Modifications pursuant to 
paragraphs (a)(1). (a)(2) (I), and <ii) 
(A) of this section shall consist of the 
following: 

<i) Approval request letter. 

<li) Revised Assurances and Certifica¬ 
tions or revised Narrative Description of 
Oeneral Information, as appropriate. 

(ill) A copy of the newspaper an¬ 
nouncement required in paragraph (c> 
of this section. 

( b) Modifications to the annual plan. 
<1) A modification to the Annual Plan 
requiring prior Regional Office approval 
is required under any of the following 
conditions: 

(1) Change in duration of the annual 

Plan; 

'ill Change in annual plan allotment; 
'ih> Substantial change in program 


design and/or program goals defined as 
follows: 

(A) When the cumulative number of 
individuals to be served, planned enroll¬ 
ment levels . for program activities, 
planned placement terminations, indi¬ 
viduals to be served within significant 
segments. Is to be increased or decreased 
by 15 percent or more. 

<B) For grants of over $100,000 or le&s, 
when the cumulative transfer of funds 
among program activities or cost cate¬ 
gories exceeds $15,000. 

(C) For grants of over $100,000. when 
the cumulative transfer of funds among 
program activities or cost categories ex¬ 
ceeds $50,000 or 15 percent of the total 
grant budget whichever is greater. 

<D> When the program design is al¬ 
tered significantly such as when there is 
development or elimination of a pro¬ 
gram activity, or when 10% or more of 
the public service employment positions 
are to be used for rehiring laid-off em¬ 
ployees. 

(iv) at the initiation of the RA. after 
consultation with the prime sponsor, to 
insure compliance with the regulations 
and/or to insure responsiveness to 
changing economic conditions. A prime 
sponsor is responsible for assuring that 
its programs are responsive to the 
changing economic situation in its juris¬ 
diction and for making appropriate 
modifications to its plan. The RA may 
request a reassessment and appropriate 
modification when the RA believes that 
the changing economic situation in a 
jurisdiction makes such a reassessment 
appropriate. If the prime sponsor dis¬ 
agrees with the RA’s request for a modi¬ 
fication pursuant to the conditions in 
this paragraph (lvi. it may initiate a 
hearing pursuant to § 98.47. 

(2) Annual Plan modifications will not 
be initiated solely to adjust planned per¬ 
formance to meet actual performance. 

(3) A-95 Clearance . <i) Modifications 
require clearance through the A-95 
clearinghouses only under the following 
conditions: 

(A) There a cumulative increase or 
decrease in funds equal to or more than 
15 percent of the Annual Plan allotment 
for the current program year and/or; 

<B) The Annual Plan is extended for a 
period of more than 3 calendar months 
and/or 

<C) The RA directs that A-95 clear¬ 
ance is required for a particular modi¬ 
fication. 

(ID (A) When A-95 clearance Is re¬ 
quired, the prime sponsor, whenever pos¬ 
sible. shall provide notification to the 
appropriate A-05 State and areawide 
clearinghouses of its intent to modify its 
Annual Plan 60 days prior to submission 
of the formal modification to the RA. 
The notification of Intent should consist 
of a revised form SP 424 and a brief de¬ 
scription of the anticipated modification. 
IX within 30 days from submission of 
such notification, the prime sponsor re¬ 
ceives no notification from the A-95 
clearinghouses that they wish to review 
the modification, the prime sponsor has 
fulfilled Its obligation under A^95 and 


may submit its modification to the RA 
without submitting it to the A-95 clear¬ 
inghouses as specified in paragraph (b) 
(3) (11) (B) of this section. 

<B) When a prime sponsor has not 
provided notification as specified in para¬ 
graph <b) (3) (ii) (A) of this section, or 
when it has provided this notification 
and the clearinghouses have requested 
to review the completed modification, the 
prime sponsor shall in all cases submit 
a copy of its modification to the clear¬ 
inghouses for comment 30 days prior to 
its submission to the RA. 

<C> Where no comments have been 
received from A-95 clearinghouses, or 
where the clearinghouses have not re¬ 
quested to review the completed modi¬ 
fication. the prime sponsor shall so indi¬ 
cate in the appropriate item on the re¬ 
vised Standard Form 424, noting clear¬ 
inghouses which sent no response after 
receiving the modification and clearing¬ 
houses which did not request to review 
the completed modification after being 
notified of the prime sponsor’s intent to 
modify. 

(4) A prime sponsor may make any 
change, consistent with the regulations 
in this PaH and Part 98. in its Program 
Planning Summary. Budget Information 
Summary, or narrative description which 
is not set out In paragraph (b)(1) of 
this section without prior approval, but 
must show any such change in the First 
Program Status Summary and Financial 
Status Report, as appropriate, submit¬ 
ted to the Department after the change 
has been made. At the same time this 
report is submitted, an updated Program 
Planning Summary. Budget Information 
Summary, or Annual narrative descrip¬ 
tion. as appropriate, shall also be sub¬ 
mitted to the RA. Only those lines and 
columns or portions of the annual nar¬ 
rative affected by the modification need 
be submitted. Comments and publication 
requirements do not apply to changes de¬ 
scribed in this paragraph (4). 

(5) Format. Modifications pursuant to 
paragraphs (b) (1> and (3) of thte sec¬ 
tion shall consist of the following: 

(l) Approval Request Letter: 

(ill Revised form SF 424 Uf A-95 
clearance is required): 

<til) Revised Program Planning Sum¬ 
mary and Budget Information Summary 
for current and future quarters only; 
except that a modification not involving 
a change In the annual plan allotment 
must be received in the regional office 
within 30 days of the beginning of the 
current quarter in order to Include 
changes to the current quarter goals 

(lv) Narrative description of the 
changes made and certification that the 
review and comment procedures in para¬ 
graph <d> have been complied with. 

(v) A copy of the newspaper an¬ 
nouncement required in paragraph (c). 

(vi) Revised portions of the program 
narrative description, if appropriate. 

(vii) Revised Occupational Summary, 
if appropriate. 

(6) Incremental Funding. When the 
Annual Plan allotment is obligated by the 
RA In increments, each subsequent obli¬ 
gation by the RA requires a new Notice 
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of Fund Availability <NFA) to be signed 
by an authored representative of the 
Department of Labor. This NFA does 
not require a revised Annual Plan, and 
does not require publication, comment or 
A-95 clearance procedures to be fol¬ 
lowed. 

«c> Publication and Comment. (1> No 
later than the date of submission to the 
RA. a copy of any proposed modification 
to the PSA and the Annual Plan pursu¬ 
ant to paragraph (a)(1), (a)(2>(i>, <a> 
<2>Oi><A>, and <b> <1> and (3) above 
shall be forwarded to the Governor and 
summaries of the modifications shall be 
provided to appropriate units of general 
local government with a population of at 
least 25.000. to appropriate Indian spon¬ 
sors, and to labor organizations repre¬ 
senting employees engaged in simliiar 
work in the same area as that for which 
participants will receive subsidized em¬ 
ployment or training; and the prime 
sponsor shall publish in a minimum of 
one issue of a newspaper or newspapers 
(including minority newspapers>, where 
feasible) of general circulation through¬ 
out the area to be served a notice of the 
prime sponsor’s intent to request a mod¬ 
ification. a brief summary of the purpose 
of the proposed modification, and the lo¬ 
cation and hours when the complete 
modification can be reviewed and the 
phone number where questions and 
comments may be directed. 

(2) Comments pursuant to para¬ 
graphs (b> <3> <ti> (B) and (cMl) shall 
be made to the prime sponsor and the 
RA within 30 days of publication. All 
substantive written comments and re¬ 
sponses will be transmitted to the RA 
with the modification, unless comments 
are received after the modification’s sub¬ 
mission. In which case they will be sent 
separately' to the RA. 

(3) A prime sponsor shall acknowl¬ 
edge any written comment made pur¬ 
suant to this section. It shall Inform any 
party submitting a substantive written 
comment of whether any plan revision 
will be made in response to the comment 
and the reasons for the prime sponsor’s 
determination. 

<d> Notification ot Action. <li RA 
shall take final action on approval or 
disapproval of any proposed modifica¬ 
tion within 30 days of receipt. Within 7 
days after taking action, the RA shall 
notify the prime sponsor and the Gov¬ 
ernor of the action. 

<2> A denial of a prime sponsor’s re¬ 
quest for a modification shall be subject 
to the appeal procedures set out In Part 
98. 

<3> The procedures in ft 95.18(0 (l> 
and (2> shall, apply to modifications un¬ 
der paragraph (b)(3) of this section. 

§95.31 Bit.iir re*pon»ibilitfcf of prime* 

ipORMNn* 

• • • • • 

<0 Providing equitable service to the 
unemployed population and serving sig¬ 
nificant segments of the unemployed 
population in accordance with the re¬ 
quirements of { 96.28. 


§ 95.32 F.ItgibUily for participation in a 
title I program. 

• • • • % 

(d> Citizenship shall not be used as a 
criterion to prevent persons from partici¬ 
pating in a program. However, program 
participation shall be limited to nationals 
of the United States and aliens who have 
been accorded the privilege of residing 
in the United States as lawful permanent 
residents or are refugees. 


§ 95.33 Type** of manpower program ac- 
ti\ available. 


td> • • • 

( 2 ) * * * 

<lt> Inducements to employers. Prime 
sponsors may provide payments or other 
inducements to public or private em¬ 
ployers for the bona fide training and 
related costs of enrolling individuals in 
the program; provided that payments 
to employers organized for profit are only 
made for the costs of recruiting, training 
and supportive services which are over 
and above those normally provided by 
the employer. Use of a formula which 
incorporates the trainee’s wage as a 
factor and fixed unit cost contracting 
are acceptable methods of reimburse¬ 
ment to private-for-profit employers for 
extraordinary training costs associated 
with providing on-the-job training. 
When using a formula, the prime sponsor 
can reimburse the employer for extra¬ 
ordinary training costs for training on 
the job. up to a level not to exceed 50 
percent of participant wages. Prime 
sponsors may design other methods of 
cost reimbursement provided that pay¬ 
ments reflect only extraordinary training 
costs. 

• • • • • 

(lv) Labor organization consultation. 
Appropriate labor organizations shall be 
consulted in the design and conduct of 
one-the-job training programs where 
collective bargaining agreements exist 
with the employer. Prime sponsors shall 
consider the advice and comments of 
such labor organizations, when design¬ 
ing OJT programs and negotiating OJT 
contract provisions and shall ensure that 
wages for covered positions conform with 
collective bargaining agreements. 


(4> • • • 

(viiit • • * 

<D> When a participant in a work ex¬ 
perience activity is performing the tasks 
of regular public service employment 
type Job, wages must be comparable to 
those paid for the regular public service 
job, as specified in $ 96.34. 


<5> * * * 

(!>••• 

<B> Intake: This Includes screening 
for eligibility; completion of Part A. B, 
and C of the Participant Record; the in¬ 
itial determination as to whether the 
program can benefit the individual; the 
determinatioh of the appropriate man¬ 
power activity to which the applicant 
should be referred initially; the deter¬ 


mination of the availability of an appro¬ 
priate manpower activity; a decision on 
selection; and dissemination of informa¬ 
tion on the program. 

<U> • • • 

<C> Employability Assessment; 

<D> Job Development; 

<E> Job Referral and Placement; 


§ 95.31 Training allowance*. 

• • * • • 
1C)*** 

(2) No allowances shall be paid for 
participation in any course or program oi 
study' (e.g.. a B.A. or BJS. degree pro¬ 
gram) which exceeds 104 weeks. While 
prime sponsors may pay for the costs oi 
tuition, books, and related training ex¬ 
penses of courses or programs of study 
exceeding 104 weeks, at no time during 
participation in such a course shall al¬ 
lowances be paid.(sec. 111(a)). 

• • • • • 

(f> Dependents alloicances. (1> De¬ 
pendents allowances of 85 per week for 
each dependent In excess of two de¬ 
pendents. up to a maximum of $20 for six 
or more dependents shall be provided to 
participants receiving basic allowances or 
who would be receiving basic allowances 
were it not for adjustments which are 
permitted pursuant to paragraph <i> oi 
Uiis section. Participants eligible for de¬ 
pendents allowances from other sources 
shall not be precluded from receiving de¬ 
pendents allowances funded under the 
Act. 

(2 > Dependents allowances may be re¬ 
duced pro rata only for absences without 
good cause. The methodology for making 
the reduction shall be described in the 
approved PSA. 

(g) • • • 

<!>••• 

(1) Incentive allowances shall be re¬ 
duced pro rata only for absences with¬ 
out good cause. The methodology for 
making the reduction shall be described 
In the approved PSA. 

• • • • • 
(!>••• 

(6) The basic allowance may be re¬ 
duced by the amount of wages received 
by classroom training participants who 
are concurrently enrolled during the 
same payment period in either full-time 
work experience, public service employ¬ 
ment, or on-the-job training funded 
under the Act. The determination ot 
whether the other activity is full-time 
shall be based on the number of hour* 
that constitute full-time employment for 
regular employees similarly employed 
at the employing agency or worksite. 

(7> incentive allowances for public 
assistance recipients may. at the option 
of the prime sponsor, be adjusted down¬ 
ward. provided that the adjustment slrnll 
not result in an incentive allowance pay¬ 
ment at a rate less than the higher of 
the Federal. State, or local minimum 
wage multiplied by the number of hours 
of participation, which the trainee at¬ 
tends as required or is absent from for 
good cause. 

CJ> • • • 
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(6) Incentive allowances shall not be 
waived- 

• • • • • 

§ 05.35 W ago*. 


(d) For hours spent in the produc¬ 
tion of goods or services, the rate of 
compensation to be paid to trainees by 
employers, public or private shall be 
specified in a written agreement en¬ 
tered into by the training or employing 
facility and the prime sponsor. Where 
hours spent in production of goods or 
services are in positions covered by col¬ 
lective bargaining agreements, wages 
paid to trainees by the employer shall 
not conflict with the terms of the col¬ 
lective bargaining agreement. 


§ 95.38 (.uojM rulivr rrlntion»liip* Ik*- 
iHcen prime *pon»or and oilier man* 
power agencies. 

(a) (1) Each prime sponsor shall, to 
the extent feasible, establish coopera¬ 
tive relationships or linkages with other 
manpower and manpower-related agen¬ 
cies in the area within Its Jurisdiction, 
in particular, with agencies operating 
programs funded through the Depart¬ 
ment (Section 105(a)(3)(D)). Prime 
sponsors are encouraged to utilise the 
free direct placement services offered bv 
the SESA's. 

• • • • • 

§ 95.52 (fiant application. 

ra) • • • 

<2> The Governor shall comply with 
the preapplication and comment and 
publication requirements specified in 
95.11 and J 95.15 (a). (b>, (d), <e) and 
(f >. In addition, the Governor shall pro¬ 
vide 30 days prior to submission of the 
grant application for the purposes of 
c ommen ting thereon: 

(i) A summary of the grant applica¬ 
tion to each prime sponsor in the State 
and to units of general local government 
within the Balance-of-State with u pop¬ 
ulation of at least 25.000; 

(ii> A summary of the grant applica¬ 
tion to appropriate Indian prime spon¬ 
sors and to labor organizations repre¬ 
senting employees engaged in similar 
work in the same areas as that for which 
Participants still receive subsidized em¬ 
ployment or training; and 

<iil) A summary of any programs to 
be funded within a prime sponsor's area 
with State Manpower Services funds 
to the prime sponsor in whose Jurisdic¬ 
tion the program is to be funded. 

(b) • • • 

'!> Approval Request Letter. 

<2> Application for Federal Assistance. 
btandard Form 424 as prescribed by FMC 
is being used for the application 
for the special grant. 

(3) Special Grant Plan. This plan con¬ 
sists of: 

<1> Special Grant-Program Planning 
Pi U J!! 7 *? lry, .J rhe Orant-Program 

ng Summar y Is a multiprogram 
iorm providing for statistical entries on 


numbers of participants served by voca¬ 
tional education projects and State Man¬ 
power Services. 

(ii) Special Grant-Budget Informa¬ 
tion Summary . The Special Grant- 
Budget Information Summary is a 
multiprogram form providing for entries 
on funds planned to be obligated and 
expended in vocational education proj¬ 
ects. State Manpower Services Council 
and State manpower services. 

Oil) Special Grant Program Narrative. 
The narrative for the special grant will 
be composed of three separate sections. 
The Program Narrative form contained 
In the Forms Preparation Handbook re¬ 
quires a detailed statement on the pro¬ 
gram Including the following items: 

(A) Vocational Education Services 
Program Narrative. (I) An explanation 
of the method used to allocate funds to 
prime sponsor areas and the rationale 
for the method used; 

(2) An explanation for any nonfin&n- 
cial agreement which was not reached 
between a prime sponsor and Vocational 
Education Board; 

(3) A summary of all agreements re¬ 
quired in f 95.56 between individual 
prime sponsors and the State Vocational 
Education Board; 

<4> A copy of each such agreement. 
The summary should follow the proce¬ 
dures established for the development of 
individual program narratives support¬ 
ing each nonflnancial agreement. IX &U 
of the nonfinancial agreements are not 
available when the application Is sub¬ 
mitted. the Governor shall describe the 
training and services which he expects 
to be supplied by the State Vocational 
Education Board to each prime spon¬ 
sor. Nonfinancial agreements received 
afer the grant is made will be forwarded 
to the RA; and 

(5) An explanation of administrative 
costs which exceed 20 percent. 

<B) State Manpower Services Council 
Program Narrative. ( 1) A listing of mem¬ 
bers of the Council, identifying the group 
each member represents; 

(2) Identification of the chairman. 

(3) A statement of the procedures 
which will be followed in reviewing 
prime sponsor plans and plans of State 
agencies and making recommendations 
which will provide more effective overall 
coordination of manpow er services in the 
State; 

(4) A description of the system to be 
used in monitoring other prime sponsors 
and State manpower services; 

(5) A description of the types of data, 
materials, and information which will 
be included in the annual report to the 
Governor; 

(6) If the Governor plans to use part 
of the funds authorized for the Coun¬ 
cil under Section 103(d) of the Act (one 
percent of the allocation) for Section 
106 (State services), the specific use of 
the funds shall also be described, includ¬ 
ing the amount of funds and objectives 
to be accomplished. 

(7) A breakdown of staff and other 
council costs. This breakdown should In¬ 


clude administrator, wages, and fringe 
benefits. 

<C) State Manpower Services Program 
Narrative . (i) Explanation of steps taken 
to assure cooperation of State agencies 
with prime sponsors in implementing the 
program; 

(2) Description of State plan for shar¬ 
ing of manpower resources and facilities 
for most efficient and economical opera¬ 
tion: 

(3) Coordination of programs financed 
under Wagner-Peyser Act to provide as¬ 
sistance to individuals in accordance 
with policies of this Act; 

(4) An explanation of the arrange¬ 
ments made by the 8tate to assist the 
Secretary in carrying out the Secretary's 
mandatory listing responsibilities under 
section 2012(a) of title 38 U JB. Code. 
Such arrangements shall be explained 
in the State Comprehensive Manpower 
Plan and shall relate only to Federal 
contractors and subcontractors and 
grantee, subgrantees, or contractors 
should not be interpreted to include the 
under the Act; 

(5) A description of any arrangements 
for planning areas (see Part V of Attach¬ 
ment A. OMB Circular A-95) to serve 
geographical regions within the State: 

<6) A descrlpition of provisions for co¬ 
ordination of the manpower and related 
services to be provided by the State in 
areas to be served by prime sponsors 
other than the State, including the ex¬ 
change of information and coordination 
of manpower plans; 

(7) A description of any of the activi¬ 
ties allowable under Section 106(c) of 
the Act. that the State chooses to pro¬ 
vide, detailing those activities to be un¬ 
dertaken and the costs and goals of such 
activities, including; 

(0 A description of allowable serv¬ 
ices being delivered under the Act 
throughout the State, by State agencies 
responsible for employment, training, 
and related services (sec. 106(0 (1)>; 

(<i> A description of special programs 
and services for rural areas outside ma¬ 
jor labor market areas; (sec. 106(c) < 2)); 

(tti) A description of the extent to 
which information will be developed and 
published regarding economic, industrial, 
and labor market conditions; 

<to> A description of information and 
technical assistance to be provided to 
prime sponsors in the State; and 

(i?) A description of any model train¬ 
ing and employment programs 

§ 9.».33 XpftlirutMin approval anil tli*. 
upprovnl. 

• • • • • 

(b) • • • 

*2) It meets the requirements of the 
Act. the regulations promulgated under 
the Act. other applicable law, and if 
the RA determines that the Governor 
has demonstrated maximum efforts to 
meet the goals of the prior year's annual 
plan. 

(c) • • • 

(d) If an application is approved, the 
RA shall provide the Governor with a 
letter Indicating approval. 
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§ 95.54 Modificiilon*. 

La> A modification to a Governor's 
Special Annual Plan is required under 
any of the following conditions: 

< l > Change in duration of the Annual 
Plan; 

<2) Change in the Annual Plan al¬ 
lotment; 

<3> Substantial change in program de¬ 
sign and/or program goals defined as 
follows: 

(i) When the cumulative number of 
individuals to be served or the planned 
placement terminations is to be in¬ 
creased or decreased by 15 percent or 
more. 

<U> When the cumulative transfer of 
funds among program activities or cost 
categories exceeds $50,000 or 15 percent 
of the total grant budget whichever is 
gT eater. 

(lit) When the program design is al¬ 
tered significantly (see ft 95.21(b) U> (111) 
(D)>. 

<4> Major grant modifications shall 
not be initiated solely to adjust 
planned performance to meet actual 
performance. 

<b) A-05 Clearance. (1) Modifications 
require clearance through the A-95 
clearinghouse only under the following 
conditions: 

(1) There is a cumulative increase or 
decrease in funds equal to or more than 
15 percent of the Annual Plan allotment 
for the current program year and/or; 

(U> The term of the Annual Plan is 
extended for a period of more than 3 
calendar months and/or: 

<iii> The RA directs that A-95 clear¬ 
ance is required for a particular modi¬ 
fication. 

(2Ml> When A-95 clearance Is re¬ 
quired. the Governor, whenever possible, 
shall provide notification to the appro¬ 
priate A-95 State and area wide clearing¬ 
houses of its Intent to modify its Annual 
Plan 60 days prior to submission of the 
formal modification to the RA. The noti¬ 
fication of intent should consist of a re¬ 
vised form 8F 424 and a brief description 
of the anticipated modification. If with¬ 
in 30 days from submission of such noti¬ 
fication. the Oovemor receives no notifi¬ 
cation from the A-05 clearinghouses that 
they w ish to review the modification, the 
Governor has fulfilled its obligation un¬ 
der A-95 and may submit the modifica¬ 
tion to the RA without submitting it to 
the A-95 clearinghouses as specified in 
paragraph (b)(2>(il) of this section. 

<il) When the Governor has not pro¬ 
vided notification as specified in para¬ 
graph <b) (2) <l> of tills section or when 
the Oovemor has provided this notifica¬ 
tion and the clearinghouses) have re¬ 
quested to review the completed modifi¬ 
cation. the Governor shall In all cases 
submit a copy of its modification to the 
clearinghouses for comment 30 days 
prior to Its submission to the RA. 

<iii> Where no comments have been 
received from A-95 clearinghouses or 
where the clearinghouses have not re¬ 
quested to review the completed modifi¬ 
cation. the Governor shall so Indicate 
In the appropriate item on the revised 
SP 424, noting clearinghouses which sent 


no response after receiving the modifi¬ 
cation. and clearinghouses which did not 
request to review the completed modifi¬ 
cation after being notified of the 
Governor's intent to modify. 

(c) The Oovemor may make any 
change, consistent with the regulations 
In this Part and Part 98. in Its Program 
Planning Summary. Budget Information 
Summary, or narrative description which 
is not set out in paragraph <a> of this 
section without prior approval, but must 
show any such change in the First Pro¬ 
gram Status Summary and Financial 
Status Report, as appropriate, submitted 
to the Department after the change has 
been made. At the same time this report 
is submitted, an updated Program Plan¬ 
ning Summary, Budget Information 
Summary, or Annual narrative descrip¬ 
tion, as appropriate, shall also be sub¬ 
mitted to the RA. Only those lines and 
columns or portions of the Annual nar¬ 
rative affected by the modification need 
be submitted. Comments and publication 
requirements do not apply to changes 
described in this paragraph (C). 

<d) 8pccial Annual Plan ipodifications 
shall not be Initiated solely to adjust 
planned performance to meet actual per¬ 
formance. 

<e) Format. Modifications pursuant to 
paragraphs (a) and (b> above shall con¬ 
sist of the following: 

< 1 > Approval Request Letter: 

(2) Revised Form SF 424 (if A-95 
cleance is required): 

(3> Revised Special Grant Program 
Planning Summary and Budget Infor¬ 
mation Summary for current and future 
quarters only: except that a modification 
not involving a change in the grant al¬ 
lotment must be received In the regional 
office within 30 days of the beginning of 
the current quarter in order to include 
changes to the current quarter goals. 

<4> Narrative description of the 
changes made and certification that the 
review and comment procedures in para¬ 
graph (f) have been complied with. 

(5) A copy of the newspaper an¬ 
nouncement required in paragraph (f) of 
this section. 

(6) Revised portions of the program 
narrative description, if appropriate. 

(f) Publication and Comment. <1) No 
later than the date of submission to the 
RA. the Oovemor shall provide a sum¬ 
mary of any modification pursuant to 
paragraphs (a) and <b) of this section to 
each prime sponsor in the State and units 
of general local government within the 
Balance of State with a population of at 
least 25,090 to appropriate Indian spon¬ 
sors. and to labor organizations repre¬ 
senting employees engaged in similar 
work in the same area as that for which 
participants will receive subsidized em¬ 
ployment or training: and the Governor 
shall publish in a minimum of one issue 
of a newspaper or newspapers (Including 
minority news paper(s). where feasible) 
of general circulation throughout the 
area to be served a notice of the intent 
to request a modification, a brief sum¬ 
mary of the purpose of the proposed 
modification, and the location and hours 
when the complete modification con be 


reviewed and the phone number where 
questions and comments may be directed 

(2) Comments pursuant to para¬ 
graphs (b)(2) (11) and (f)(1) shall be 
made to the Governor and the RA within 
30 days of publication. All substantive 
written comments and responses shall 
be transmitted to the RA with the mod¬ 
ification. unless comments arc received 
after the modification's submission, in 
which case they shall be sent separately 
to the RA. 

(3) The Governor shall acknowledge 
any wTitten comment made pursuant to 
this section, and shall inform any party 
submitting a substantive written com¬ 
ment of whether any plan revision will 
be made in response to the comment and 
the reasons for such determination. 

(g) Notification of Action. <i) The RA 
shall take final action on approval or 
disapproval of any proposed modification 
within 30 days of receipt. Within 7-days 
after taking action, the RA shall notify 
the Governor of the action. 

(2) A denial of a Governor s request 
for a modification shall be subject to the 
appeal procedures set out in Part 98. 

(3) The procedures in ft 95.18(c) (I) 
and (2) shall apply to modifications 
under paragraph <b> of this section. 

<h) The procedures for incremental 
funding are the same as those specified 
In ft 95.21 of 8ubpart A. 


p AR T 96 — PROGRAMS UNDER TITLE II 

OF THE COMPREHENSIVE EMPLOY 

MENT AND TRAINING ACT 

§ 96. 1 I Contn«t unci description of grant 
Application. 

(a) General. < l) This section describe* 
the grant application for funds under 
Title II of the Act. Copies of all forms 
and Instructions are contained in the 
Forms Preparation Handbook. 

(b) An Annual Plan for Title n must 
be submitted by prime sponsors on a date 
set by the Secretary. The Annual Plan 
consists of the following: 

(1) Application for Federal Assist¬ 
ance. This form is described In ft 95 14 
(C)(1). 

(2) Annual Narrative Description >/ 
Propram. The annual narrative descrip¬ 
tion requirements for Title II are the 
same as those described in ft 05.14(0(2’ 
for Title 1 programs. A detailed state¬ 
ment on each of those items must be pro¬ 
vided as part of the Title II Annual Plan 
except as provided below: 

(i) The information required undt-: 
objectives and needs for assistance, as 
specified in ft 95.14(c) <2> (i) need not be 
repeated for Title II if the geographic 
area and analysis of needs are identic;*! 
to that described under the Title i 
Annual Plan. 

(ill The information required under 
I 95 . 14(0 (2)Oil) (A), program activities 
and services, shall only be provided i 
the Title n applicant intends to conduci 
Title I activities with Title II funds. 

(Hi) If the Title n applicants geo¬ 
graphical area differs from the Title I 
geographical area described in the PSA. 
the information required under geo- 
graphical area to be served, as specified 
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in f 95.14(b) (2) (ii) shall be provided for 
the Title II area. 

(3) Program Planning Summary. This 
form is described in 9 95.14(c) (3). 

<4) Budget Information Summary. 
Tills form Is described in l 95.15(c)(4). 

(5) Public Service Employment Oc¬ 
cupation Summary. This form is des¬ 
cribed In 5 95.15(c) (5). 

(6) Monthly Schedule . A monthly 
estimate of total individuals enrolled at 
the end of the month and total cumula¬ 
tive expenditures shall be provided. Such 
monthly schedule will reflect the activity 
for each month during the grant period 
under Title n. 

(7) Program Summary. The Program 
Summary presents a distribution of Jobs, 
training slots, and funds to be provided 
to eligible, applicants and subgrantees. 
It designates the area to be served, the 
population and employing agencies of 
each area. 

• • • • • 

• **(>.23 Acceptable public employment 
pOftitloflM* 


<b> • • • 

*5) To the extent consistent with the 
maintenance of effort requirements of 
5 96.24. the participant activity limita¬ 
tions of S 98.23 and the personnel pro¬ 
cedures and collective bargaining agree¬ 
ments of the eligible applicant and the 
private nonprofit agencies, jobs may also 
be allocated to private nonprofit agen¬ 
cies. such as educational, social service, 
and health agencies, which provide pub¬ 
lic services, as defined in $ 94.4, within an 
eligible applicant's Jurisdiction. Jobs may 
be allocated to. such agencies provided: 
they offer public services for the general 
public and not primarily or exclusively 
for the benefit of their membership or 
constituencies: and they are determined 
to best serve the unemployed population 
based on the considerations stated In 
’•96.23(b)(4). Such Jobs may include 
positions In Job Corps Centers other than 
those operated by private for profit 
ciigonl 2 atlons. 


'Jb.27 hligihilit) fur partiri|talion in a 
Tillr 11 |irugriim~ 


•b) A veteran who has served on 
Active duty for a period of more than 
160 clays or who was discharged or re¬ 
leased from active duty for a service con¬ 
nected disability, shall be immediately 
eligible, upon discharge or release for 
participation in a program under Title 
I! of the Act without regard to the 30- 
nay unemployment requirement which 
would otherwise pertain (38 U.8.C. 2013 >. 
provided such veteran has not obtained 
Permanent full-time unsubsidized em¬ 
ployment between the time of discharge 
or release from active duty and the time 
j* application for participation In Title 


*8) Citizenship may not be used as a 
tuiX? P reven * persons from par- 
wcipating in a program under Title II. 
lowever, program participation shall be 


limited to nationals of the United States 
and aliens wrho have been accorded the 
privilege of residing in the United 
States as lawful permanent residents or 
are refugees. 

• • • • • 

§ 96.28 K<iuiublr service lo ihr unem¬ 
ployed population: serving »igniti- 
rant M pnirnt*. 

«a) The prime sponsor shall provide 
equitable service to the unemployed 
population in relationship to the popu¬ 
lation's demographic characteristics— 
age. race and sex. A breakout of the un¬ 
employed population on the basis of 
these characteristics shall be included in 
the Annual Plan. 

<b) The prime sponsor shall identify 
the significant segments, as defined In 
S 94.4. of its unemployed population to 
be targeted for service. These significant 
segments shall be described in the An¬ 
nual Plan. 

(c> Where service to the identified 
significant segments results in a plan 
of service which varies by more than 15 
percentage points from the demographic 
breakout identified in paragraph <a) 
of thLs section, adequate justification of 
the variance must be provided by the HA 
m its Annual Plan, 

<d> The prime sponsor shall take 
positive steps, such as active recruit- 
menu to insure that the significant seg¬ 
ments in its approved plan of service are 
served. 

§ 96.29 (.roup* to Ik* provided • pedal 
ronddrralion within the ftigtiifirutil 
•egnirnt group* m*nrd. 

Special consideration shall be given 
to: 

<a) Veterans. (1) Special considera¬ 
tion shall be given to eligible disabled 
veterans, special veterans, and veterans 
who served in the Armed Forces and who 
received other than a dishonorable dis¬ 
charge within four years before the date 
of their application. In so doing, the eli¬ 
gible applicant shall: take Into consid¬ 
eration tiie extent that such veterans 
are available in the area in selecting 
participants within its significant seg¬ 
ments and or identify such veterans in 
its Annual Plan as significant segments. 
Specific effort should be made to develop 
appropriate full or part-time opportu¬ 
nities for such veterans. In order to in¬ 
sure special consideration for veterans, 
all public service employment vacancies 
under Title n, except those to which 
former employees are being recalled, and 
those into which CETA participants are 
being transferred, must be listed with 
the State employment service at least 
48 hours (excluding Saturdays, Sundays, 
and holidays) before such vacancies arc 
filled. During this period those veterans 
specified above who fall within the sig¬ 
nificant segments to be served will be 
referred by SESAs and other referral 
agencies. If sufficient numbers of vet¬ 
erans are not available, the employment 
service, upon request, may also refer 
other members of the significant seg¬ 
ments (sec. 205(c) (5)). The eligible ap¬ 
plicant should utilize the assistance of 
State and local veterans employment 
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representatives in formulating its pro¬ 
gram objectives. 

(2) Each eligible applicant shall, on a 
continuing and timely basis, provide in¬ 
formation on Job vacancies and training 
opportunities funded under Title II of 
the Act to State and local veterans em¬ 
ployment representatives and to other 
veterans organizations for the purpose 
of disseminating information to eligible 
veterans (sec. 104(b) of Emergency Jobs 
and Unemployment Assistance Act of 
1974). 

(b) Welfare recipients. Eligible appli¬ 
cants shall give special consideration to 
welfare recipients by taking them into 
account when selecting participants 
within significant segments and/or by 
identifying them as a significant segment 
in the Annual Plan. 

(c) Former manpower trainees. Due 
consideration shall be given, in develop¬ 
ing an eligible applicant's plan and en¬ 
rolling individuals in the manpower pro¬ 
grams funded under Title II of the Act. 
to persons, falling within the significant 
segments to be served, who have partici¬ 
pated in manpower training programs 
and for whom work opportunities are not 
otherwise immediately available <sec. 
205(c) (9X. 

§ 96.30 Serving tlic nm«t veverrly dU- 
adtanlagcd pmoim. 

In meeting the requirements of ft • 96.28 
and 96.29 above, the eligible applicant 
shall give priority to unemployed per¬ 
sons who are the most severely dis¬ 
advantaged in terms of the length of 
time they have been unemployed and 
their prospects for finding employment 
without assistance under Title II (secs. 
205(C) (7 » and 210). 


£ 96.33 I'lnrrmrnl coal*. 

• • • • • 

(cXl)tl) To carry’ out the inteut of 
paragraph <b>. each eligible applicant, 
program agent and subgrantee, to the 
extent consistent with law and applicable 
collective bargaining agreements, shall 
have the goal of accomplishing on an an¬ 
nual basis at least one of the following: 

(A) Placing half of the cumulative 
number of participants terminated in 
unsubsidized private or public sector em¬ 
ployment; 

(B) Placing participants In hail the 
vacancies occurring in suitable occupa¬ 
tions in an eligible applicant, program 
agent, or subgrantee’s permanent work 
force which are not filled by promotion 
from within the agency. 

(II) When a suitable Job offer or offer 
of referral to a suitable Job is made to 
nnd rejected by a participant, this can 
be construed as being acceptable grounds 
for termination of the participant by the 
prime sponsor regardless of how' long the 
individual has been in the program. 
Suitable job shall mean a Job which is: 
comparable to the participant's CETA 
job In terms of working conditions and 
benefits: the same or equivalent to (in 
terms of the three-digit DOT code) the 
participant's CETA Job or otherwise 
commensurate with his/her skill level: 
located within a commuting distance of 
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the participant’s home comparable to the 
distance traveled by others In the juris¬ 
diction similarly employed; and not 
vacant due to a strike or based on a re¬ 
quirement that an employee must Join 
or resign from a union. 

• • • • • 

J$ 9fi.37 Um> of of Title II fund** fur pro¬ 
gram* urulrr Title* I and III—A. 

Funds available to an eligible applicant 
may. at Us option, be utilized for resi¬ 
dents of the areas of substantial unem¬ 
ployment designated under this fhirt for 
programs authorized under Title I or 
Part A of Title HI of the Act. Where Title 
II funds are used for activities other than 
PSE authorized under other Titles of the 
Act, all provisions under this Part, ex¬ 
cept 196.21 ib). <c>, <e>. (g>. and <h>, 

$ 96.27»e>, 196.31. 196.33. 1 96 34. and 
| 96.36, shall apply in addition to those 
provisions applicable for programs under 
Title I or Part A of Title III (sec. 210>; 
however, when Title U funds are used 
to fund public service employment, all 
of the provisions of this Part 96 shall 
apply 

• • # • • 

§9l>. 13 Funding of rligiblc applicant*. 

ta> In ox*dor to be funded, a poten¬ 
tially eligible applicant must request to 
operate a program under Title II by 
complying with the provisions of I 97.111 
of the regulations for Indian Employ¬ 
ment and Training Programs funded un¬ 
der Section 302 of the Act. 

r b) Each potentially eligible applicant 
will receive a tentative allocation against 
which it will prepare and submit its 
grant application. 

<c> General The grant application 
will consist of two documents, the Prime 
Sponsor Agreement <PSA> and the An¬ 
nual Plan (AP). Detailed instructions 
for completing the application are con¬ 
tained in the Forms Preparation Hand¬ 
book. 

<1> Prime sponsor agreement . An ap¬ 
plicant applying for the first time shall 
not later than 30 days prior to submis¬ 
sion of the Annual Plan submit to the 
Director. Division of Indian and Native 
American Programs i DINAP), a signed 
copy of the PSA. An applicant who has 
already effected a PSA shall submit with 
the Annual Plan to the Director. DINAP. 
a certification that the PSA remains 
the same or is revised in certain respects 
which are attached to the certification. 
The initial submission and subsequent 
certifications are subject to the comment 
and publication procedures of 5 96.45. 
The PSA consists of: 

tl> A signatory page (see *95.14'b» 
<l»>; 

ill) A narrative description of general 
Information; and 

Uil> Assurances and certifications. 

1 21 Annual plan . On a date set by the 
Director. DINAP. an Annual Plan must 
be submitted to the Director, DINAP. 
The submission of the AP is subject to 
the comment and publication procedures 
ot i 96 45. The Annual Plan consists of: 

<1> An Application for Federal As¬ 
sistance, (See »95 14<c)U>>; 


(11> An Annual Narrative Description 
of Program: 

(ill) A Program Planning Summary 

♦ see • 95.14(c)<3)>: 

(lv) A Budget Information Summary 

♦ .see | 95.l4«c)<4) >; 

(v) A Public Service Employment Oc¬ 
cupational Summary ‘See 195.14(c) 
( 5 )); 

<vi) A Monthly Schedule (see 106.14 
ib’»6• i; and 

4 vii» A Program Summary (see I 96.14 
(b> (7» i. 


PART 98—ADMINISTRATIVE PROVISIONS 
FOR PROGRAMS UNDER THE COMPRE* 
HENS1VE EMPLOYMENT AND TRAINING 
ACT 


§ 98.6 \u<lii. 

• • • • * 

<e»<i> Each grantee shall establish 
and maintain an audit program for Its 
contractors and subgrantees to the ex¬ 
tent necessary- to insure adequate finan¬ 
cial management and conformance with 
Pedernl requirements. The Governor 
shall aLso establish and maintain such an 
audit program for vocational education 
services and activities funded pursuant 
to? 95.2(e) <4*. 

(2) Each grantee shall conduct at least 
once every two years an inde$>endent 
audit of each contractor or subgrantee 
providing activities and services amount¬ 
ing to a cost of $100,000 or more during 
one grant year. Audits of those sub¬ 
grantees or contractors providing activ¬ 
ities and services under $100,000 may be 
conducted on a sample basis as coordi¬ 
nated with and approved by the Regional 
Administrator for Audit. Of the awards 
of less than $100,000. the sample selected 
shall Include at least 25% of the total 
number of awards or 25 percent of the 
total dollars awarded, during a two-year 
period. The auditing of contractors and 
subgrantees on a sample basis In no way 
lessens the prime sponsor's responsibil¬ 
ity to insure that program activities and 
related costs incurred by contractors and 
subgrantees are in compliance with Fed¬ 
eral requirements as stated in paragraph 
98.5<n>. Fixed price contracts for non¬ 
program, administrative type procure¬ 
ments such as typew-riter maintenance, 
administrative supplies, etc., do not re¬ 
quire independent audits. The two-year 
audit peilod shall begin with Fiscal Year 
1976 

• • • • • 

§ *>8.12 VlloMablr Federal 

• • • • • 

lb* Restriction on use of funds. —<1> 
Public service employment programs, (t) 
Not less than 85 percent of the funds 
appropriated pursuant to the Act which 
are used by an eligible applicant for pub¬ 
lic service employment programs shall 
be expended for wages and fringe bene¬ 
fits to persons employed in public serv¬ 
ice Jobs (sec. 203(b)). 

<ii» The remaining 15 percent may be 
used for administration, training, sup¬ 
portive services to public service employ¬ 
ment participants; for the acquisition of. 


rental, or leasing of necessary sup¬ 
plies. equipment, and materials, except 
as limited by paragraph (c) of this sec¬ 
tion; and for the rental or leasing of real 
property. An eligible applicant which 
does not itself administer the entire pro¬ 
gram may not retain the entire 15 per¬ 
cent for its own use unless this is agreed 
to by it’s subgrantees. Unless otherwise 
agreed to, at least 50 percent of the 
amount used for the administration of 
the program shall be available to sub- 
g ran tees for administrative costs. 

(2) No funds granted under the Act 
may be used, directly or indirectly, as 
a contribution for the purpose of obtain¬ 
ing Federal funds under any other law 
of the United States which requires n 
contribution from the grantee in order 
to receive such funds, except if author¬ 
ized under that law. However, the use 
of funds granted under the Act as a 
matching contribution in order to obtain 
additional funds under the Act is not 
prohibited. 

*3) Unless otherwise provided in par's 
94-99, funds provided under one grant 
under the Act may not be used to support 
costs of another grant under the Act. 

*c) Expenditures for repairs , mqintc- 
nancc. and capital improvements and for 
construction ; home repair; winterna - 
tion wcatherization. (1» Funds for con¬ 
struction, as defined in 5 94.4<o), and for 
repairs, maintenance nnd capital im¬ 
provements to existing facilities arc al¬ 
lowable only under the following 
conditions: 

<i» To pay wages and fringe benefits 
for public service employment partici¬ 
pants; 

<U) To purchase equipment, materia:*, 
and supplies for use by public service 
employment participants and for use in 
the training of public service emplov- 
ment participants, except for material* 
used in construction; 

(ill) To cover costs of a training pro¬ 
gram In a construction occupation, in¬ 
cluding costs such as instructors’ sala¬ 
ries, training tools, and books, nnd allow¬ 
ance and wages; but not including mate¬ 
rials used in construction, and only when 
such construction would not normally be 
performed by an outside contractor 

f2) Consistent with maintenance d 
effort requirements of this subtitle, the 
cost of participant salaries and fringe 
benefits shall be allowable costs when 
such participants are used in home re¬ 
pair and winterization w r eatherizHtion 

activities W'herc work performed will no* 
inure primarily to the benefit of a profit- 
making organization. Home repair and 
win tcriza t Ion / weatheriza tion act!vu 
shall be limited to dwellings of individ¬ 
uals who arc at or below 125 percent 
of the poverty level < as defined Ut ? 94 4 ‘ 
which are privately owned and owner- 
occupied, privately owned by a nonprofit 
organization, units of public housing or 
privately owned rental housing project* 
funded and approved by the Federal En¬ 
ergy' Administration or the Community 
Services Administration. < 704 (f) > - 

(3) Costs associated with building 
pairs, maintenance, and capital improve¬ 
ments of existing facilities used pn- 
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niarily for programs under the Act are 

allowable. 


<c> • • • 

(2) Participant*' fringe benefit* .shall 
be charged to fringe benefits • premium* 
for medical and accident Insurance for 
participants enrolled in classroom train¬ 
ing and services to participants is con¬ 
sidered to be a training or sendee cost 
as appropriate). 

• • • • • 

•f) • • 

(2) Fringe Benefits. Allowable fringe 
benefit costs for participants include, but 
are not limited to the following: annual, 
sick, court and military leave pursuant to 
an established leave system; employer’s 
contribution for social security, em¬ 
ployees' life and health insurance plans, 
unemployment insurance, workers* com¬ 
pensation insurance; retirement benefits 
it. accordance with section 98.25 of this 
part; and. under public service employ¬ 
ment programs, training materials, work 
tools, uniforms, or other equipment or¬ 
dinarily provided by the employer to its 
regular employees, provided these are for 
benefit and ownership of the participants. 

• • ' • • • 

<5> Services. Services include, but are 
not limited to sendees to applicants, sup¬ 
portive and manpower services, as set 
forth in S 95.33<d> (5). 

<i> Sendees to applicants include out¬ 
reach and Intake. 

<li) Supportive services include child 
rare, health care, medical and dental 
services, residential support, assistance 
m securing bonding, transportation, 
family planning and legal services. 

'lilt Manpower services include orien¬ 
tation. counseling. Job development, job 
placement, and employability assess¬ 
ment. 

* • • • • 

• 6 » • • • 

‘ lii> • ♦ • 

• A) The costs for planning for all title* 
by the prime sponsor planning council 
shall be charged to title I. 


<g> • • • 

Travel costs to enable participants 
to obtain employment or to participate 
in programs under the Act are allow able 
as supportive services. Such travel shall 
be restricted to the grantee's Jurisdiction 
°r within daily commuting distance, 
except: 

( 1‘ As provided under » 98.29o<f>; 

♦ih To pay for transportation costs at 
the beginning and end of a training 
eourse which is more titan daily commut¬ 
ing distance but within the State in 
which the prime sponsor is located; 

<ili> As permitted for good came by 
RA, on a case by case basis, within 
toe United States. 

• * i 

* ^11 tla»lr IYrsotim l Standard- for 

Uranic**. 

Each prime sponsor and eligible 
applicant shall establish and maintain 
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a merit based system of personnel poli¬ 
cies and practices for employees includ¬ 
ing participants, engaged in the admin¬ 
istration of the Act. Such system shall 
be in accord with State and local laws 
and regulations that adequately reflect 
the merit principles declared in the In¬ 
tergovernmental Personnel Act (IPA) of 
1970 iPub. L. 91-048). Prime sponsors 
whose personnel systerns have been ac¬ 
cepted by the U.S. Civil Service Commis¬ 
sion as being in conformity with the 
Uniform Standards for a Merit System 
of Personnel Administration «45 CFR 
Part 701, including any amendments 
thereto, shall be deemed to be in com¬ 
pliance with this section 'Sec. 703.14>. 

<b> Except as provided in paragraph 
of this section, any prime sponsor 
or eligible applicant whose personnel 
system has not been accepted as meet¬ 
ing the requirements of this section shall 
provide to the RA for approval a plan 
and steps to be taken for attaining an 
acceptable system and a reasonable date 
for completing the plan; and also shall 
prdVide a list of those steps It has al¬ 
ready taken to provide for merit based 
personnel system coverage. Tills plan 
and description of steps taken shall be 
submitted to the RA as part of the 
grant application. 

<c)tl> Tiie following are not subject 
to the requirements of paragraphs (») 
and ib> of this section: 

<l> Any non-governmental prime spon¬ 
sor; 

«U> A consortium administrative unit 
which is not a unit of government; 

< ill > Staff of contractors, subgnuitces. 
title II program agents end employing 
agencies and titles I II. and VI program 
participants; and 

tiv) Employees of the prime .sponsor's 
Jurisdiction not engaged in the admin¬ 
istration of CETA. 

<2» A consortium administered by 
one of the member governments or a 
unit thereof or a unit of government 
not a member shall be subject to para¬ 
graphs <a> and «b> of this section. 

<d) Units whose staff are exempt un¬ 
der paragraph <c> of this section shall 
insure equal employment opportunity 
based on objective standards of recruit¬ 
ment, selection, promotion, classification, 
compensation, performance evaluation, 
and employee management relations re¬ 
flective of the principles contained in 
IPA 

<e> Prime sponsors and eligible appli¬ 
cants should Include Individuals on their 
CETA administrative staffs which at all 
levels are reflective of the composition 
of the population to be served by the 
program within its jurisdiction. 

§98.17 Annua) Plan M'lllrmrnt pro- 
cedttrm. 

<a> The settlement of an Anuual Plan 
is the process by w’hlch the Department 
of Labor determines that all applicable 
administrative actions and all required 
work of the Annual Plan have been com¬ 
pleted by the grantee and the grantor. 
The following procedures will be com¬ 


plied with during the process of 
determination: 

<b* By a date specified by the RA. each 
grantee shall submit a TWX containing 
the following information on each expir¬ 
ing annual plan: 

• 1 > Total fund availability; 

•2) Estimated accrued expenditure 

»3> Estimated carryout. 

<c) The RA shall issue a notice of fund 
availability to transfer carryout from the 
previous Annual Plan. A second notice 
of fund avo liability. shall be issued by 
the RA to transfer the carryout from the 
previous Annual Plan into a new Annual 
Plan. 

<d) In the following months (generally 
not to exceed six months), the grantee 
shall take steps as set forth In the Forms 
Preparation Handbook, or other appro¬ 
priate issuance, to settle each expiring 
Annual Plan. 

(e) Final settlement of expired Annual 
Flam shall not be complete until a final 
audit has been performed, audit findings 
have been resolved and final reports have 
been submitted. 

«f> End of Prime Sponsor Agreement, 
The Prime Sponsor Agreement has no 
end or termination date. However. under 
the following conditions the Prime Spon¬ 
sor Agreement shall no longer be in 
effect: 

(1» When ail activity under all Annual 
Plans has been completed and final 
settlement under those Annual Plans 
including an inventory settlement under 
the PSA has been reached. 

<2) When the PSA is a multiparty 
agreement and one or more signatory 
parties has legally withdrawn from the 
agreement and an inventory settlement 
under the PSA has been reached. 

(g) Additional guidance pertaining to 
Annual Plan settlement and transfer of 
funds shall be provided in the Forms 
Preparation Handbook 


§ 98.22 Ncpoii.-m* 

<a> Restriction. No grantee, sub¬ 
grantee, contractor, or employing agency 
may hire a person In an administrative 
capacity, staff position or public service 
employment position funded under the 
Act if a member-of his or her immediate 
family is engaged in an administrative 
capacity for the same grantee or its sub- 
grantees. contractors, or employing 
agencies. Where a State or local statute 
regarding nepotism exists w hich is more 
restrictive than this policy, the eligible 
applicant should follow* the State or local 
statute in lieu of this policy. 

(b) * • • 

t3> The term "person in an adminis¬ 
trative capacity" includes: those persons 
who have overall administrative respon¬ 
sibility for a program, including all 
elected and appointed officials who have 
any responsibility for the obtaining of 
and/or approval of any grant funded 
under the Act, such as members of the 
prime sponsor planning council, as well 
os other officials who hove an Influence 
or control over the administration of the 
program, such os the project director, 
deputy director and unit chiefs: and 
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persons who have selection, hiring, place¬ 
ment or supervisory responsibilities for 
public service employment participants. 


§ 08.21 General benefit* ami **«rking 

condition*. 

<a> (1> Each participant in an on-the- 
job training, work experience or public 
service employment program under the 
Act shall be assured of workers* compen¬ 
sation at the same level and to the same 
extent as other employees of the em¬ 
ployer who are covered by a State or in¬ 
dustry workers’ compensation statute. 
Whether provided through the States 
compensation agency or a private insur¬ 
ance carrier, this coverage includes 
medical and accident insurance as well 
as income maintenance insurance. 

<2> Where a participant is employed 
or engaged in any CETA program ac¬ 


tivity. i.e.. work experience, public service 
employment, on-the-job training, class¬ 
room training, services to participants 
and other activities where others sim¬ 
ilarly employed or engaged are not cov¬ 
ered by an applicable workers* compensa¬ 
tion statute, the participant shall be pro¬ 
vided with medical and accident insur¬ 
ance coverage. Whether provided through 
the 8tate s workers* compensation agency 
or a private insurance carrier, the prime 
sponsor shall provide such participants 
with medical and accident insurance cov¬ 
erage equivalent to the medical and acci¬ 
dent insurance provided under the appli¬ 
cable State workers* compensation stat¬ 
ute. However, prime sponsors shall not be 
required to provide these participants 
with the income maintenance Insurance 
coverage in the statute. 


§98.11 Itrvirw of plan* and applica¬ 
tion*, violation*. 

<a» The Secretary shall not finally 
disapprove any Comprehensive Man¬ 
power Plan or Application for financial 
assistance submitted under any title o1 
the Act < except where other procedure 
are set rorth e.g., Sec. 97-292). or any 
modifications, or amendments thereof, 
without first affording the grantee sub¬ 
mitting the plan or application reason¬ 
able notice and opportunity for a heariiu 
as provided in section 98.47 et seq. 

• • • • • 

Signed in Washington. D.C.. this 30th 
day of June 1977. 

Ernest G. Green, 
Assistant Secretary for Employ¬ 
ment and Training Administration 

| PR Doc. 77-19558 Piled 7-7-77;8:45 am) 
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NOTICES 


DEPARTMENT OF LABOR 

Employment and Training Administration 

MIGRANT AND SEASONAL FARMWORKER 
PROGRAMS 

Fiscal Year 1978 State Planning Estimates, 
Programs and Areas To Be Renewed 
Without Competition, and Areas Open 
for Competition 

AGENCY: Employment and Training 
Administration. Labor. 


ACTION: Notice. 

SUMMARY: Pursuant to 29 CFR 97.211. 
the Employment and Training Adminis¬ 
tration is required to announce State 
planning estimates of resources available 
to implement programs funded under 
title m. section 303 of the Comprehen¬ 
sive Employment and Training Act 
<CETA> of 1973. as amended. This notice 
also announces the States and/or areas 
open for competition as provided in 29 
CFR 97.219. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Paul A. Mayrand. Chief. Division of 
Farmworker Programs. DOL/ETA. 601 
D Street NW„ Washington. D.C. 20213. 
Phone: (202-376-7288). 


SUPPLEMENTARY INFORMATION: 


1. Fiscal Year 1978 State Planning 
Allocations. Planning estimates arc an¬ 
nounced for planning purposes only and 
are subject to congressional action on 
the Fiscal Year 1978 appropriation for 
the Department of Labor, Employment 
and Training Administration. CETA. The 
total amount of planning estimates listed 
below. $63,920,000. is 83 percent of the 
total amount planned for all section 303 
purposes in Fiscal Year 1978. 

The apportionment of the planning 
estimate amounts for 49 States and Puer¬ 
to Rico is based on each State’s percent¬ 
age of the nations farmworkers and 
on each State's hold harmless level of 
90 percent of the Fiscal Year 1977 allo¬ 
cation. These estimates are based upon 
the same data source utilized for the 
Fiscal Year 1977 estimates. (A descrip¬ 
tion of this data source and the rationale 
for using it are set forth in the Federal 
Register. Volume No. 144, page 31293. 
July 25. 1975.) 

Eligible applicants should use the fol¬ 
lowing State planning estimates in devel¬ 
oping Fiscal Year 1978 funding requests: 

Fiscal 


State: 


Hear 

1978 

allocation 


Alabama ... 
Arizona — 
Arkansan ... 
California .. 
Colorado ... 
Connecticut 
Delaware ... 
Florida ..... 
Oeorgla .... 

Hawaii_ 

Idaho ..... 

Illinois ..... 

Indiana .... 

Iowa ....... 

Kansas ..... 


, $967.200 

931.600 
916.100 
. 11.911,400 
690. 900 
235. 700 
81.000 
. 3.113.600 

. 1.471.600 

324.000 
791. 100 
. 1,532.200 

. 1,208.100 
. 1.934.400 

855. 200 


Fiscal 

Fear 

1978 

State: allocation 

Kentucky_—.—...— 1.110,200 

Louisiana.................. 685.300 

Maine. 302.900 

Maryland_ ..... 517.100 

Massachusetts ............. 320.500 

Michigan ... 1.239.800 

Minnesota.— 1. 768.900 

Mississippi. 916. 100 

Missouri___ 1,173,600 

Montana_ 402. 900 

Nebraska ..........- 828,400 

Nevada___ 103.600 

New Hampshire- 77,500 

New Jersey_ 453. 000 

New Mexico.._.... 656,100 

New York...i. 1.526.500 

North Carolina_ 3.880. 700 

North Dakota.. 264.900 

Ohio.... 1.266.200 

Oklahoma_-_ 736.800 

Oregon .............._... 1.096.800 

Pennsylvania_........... 1,527.200 

Rhode Island_ 40. 500 

South Carolina_ 1. 029. 200 

South Dakota. 555, 100 

Tennessee —__ 810,800 

Texas -. 4.962.900 

Utah . 335,300 

Vermont_ 290 ,200 

Virginia.. 1.297.600 

Washington . 1.980,900 

West Virginia. 499.500 

Wisconsin.. 2. 166. 200 

Wyoming....._ 245.900 

Puerto Rico. 1.887,900 


Total.. 63.920. 000 


2. Programs and areas to be renewed 
without recompetition. The Secretary of 
Labor will exercise the option contained 
in 29 CFR 97.219(a), to negotiate Fiscal 
Year 1978 grants without recompetitlon 
for existing sponsors whose Fiscal Year 
1976 performance was determined to be 
satisfactory as recorded In the quarterly 
Program Status Summary (PSS) reports 
which are used to assess the grantees’ 
performance in carrying out the objec¬ 
tives of the Act, and whose performance 
continues during the grant negotiation 
period to be at an acceptable level. (If 
prior to award of grant, a sponsor s per¬ 


formance is determined not to be accept¬ 
able. the Secretary' may invite proposals 
for that area from other organizations 
and. with or without a panel review, 
negotiate a grant with one or more pro¬ 
posers pursuant to 29 CFR 92.217.) Satis¬ 
factory performance was determined 
after a review of “actual performance 
versus planned performance" on 11 fac¬ 
tors: 

1. Number of parUclpanU enrolled. 

2. Number placed In John. 

3. Number of direct Job placements 

4. Number of indirect Job placements. 

5. Number of other positive terminal loir. 

6. Number enrolled in classroom training 

7. Number enrolled In on-the-job training 

8. Number enrolled In work experience 

9. Number enrolled in other acttvltle*. 

.10. Accrued expenditures. 

11. Love! of nonposltive terminations. 

Satisfactory performance for each 
factor was considered as obtaining at 
least 85 percent of the planned goal. <For 
factor 11—level of nonposltive termina¬ 
tions—the grantee had to be at or under 
the number of planned nonposltive ter¬ 
minations.) For each factor, each 
grantee was given a positive mark when 
they adequately met the goal. Grantee*, 
with eight or more positive marks were 
determined to be satisfactorily perform¬ 
ing and were selected as grantees to be 
renewed without competition. 

Grantees experiencing serious audit 
questioned costs or management difficul¬ 
ties were excluded from the noncompeti¬ 
tive list. Also, the new sponsors (selected 
in 1977) automatically compete since 
they did not have a full year's experi¬ 
ence to rate their actual versus planned 
performance. Section 97.219 requires that 
no grant shall be operated in any State 
or area for a period of more than 2 year* 
without recompetitlon. Consequently, all 
States or areas that did not recompcte 
last year were aLso excluded from the 
noncompetitive list 

The following are the organizations 
which demonstrated satisfactory per¬ 
formance and will not compete for Fis¬ 
cal Year 1978 sponsor status: 


Him™ 


Spot***? 


Anw 


AIM >» in a_ Alabama Migrant ami Scawma! Farmworker 81 alcalde. 

COUBfU. 

f alllortilii . . County ol Lo* Angel™ .. Lu> Angel™. 

Iowa . Migrant Action IV*ram ....— . Statewide 

LtMiirlitnn.. Manpower. Education, and Training of Louislauii. Do. 

Mjttsarhuwttv Now Englimd Farmworker* Council. Inc . Do. 

Michigan . United Migrant! lor Qpfiorlunity, Inc . Do. 

Minnesota. ... Mlnruwota Migrant Council. ... Do. 

Narad* . State ol Nrv&da. Do. 

N**w Jersey . Farmworkers Corn. at New: Jeraey... Pa. 

New Mexico.. Koine Education Livelihood Program .. Do. 

Tmneiwer.... Tenne.wae Opportunity Program Do. • 

Texas Community Acthm Coonr-llof South Texas. 34*rr and Zapata Count lea. 

Keonooilc Opportunities Development Corpora- Counties <4 Atoamaa, OiWUlupe. Dan'Iiou- 
tion ol Son Antonio. Kari.e«. Bexar Kendall, C omal k«rr. Frio. 

Medina, Wtlaon. and McMullen 

Manpower Education and Training . AU remaining count*™ statewide, excluding 

following L-ounllec, Wfcldl will 1* open fr 
competition: UidnVgo. Jitu Hogg. Comefuii, 
and WUlatry. 


Intra-State planning estimates for 
Texas and California will be published 
to enable applicants for funding in areas 
not closed to competition to prepare 
funding requests. 

AU programs to be renewed without 
competition are required to submit an 


updated comprehensive plan for Fiscal 
Year 1978 and, in addition, are subject to 
the requirements set forth in 29 CFR 
97-217 covering negotiation of final grant 
which includes procedures In case of the 
failure of negotiations to result in an 
acceptable, negotiated grant. 
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3. Areas Open for Competition . (a) All 
areas. except those listed in Paragraph 
No. 2. above, are open for competition. 
Organisations interested in applying for 
rese funds should consult the January 
7 1977. Federal Register for the proce¬ 
dures to be used. A notice of intent to 
apply, the Preapplication for Federal 
Assistance form. Part I (OMB No. 29- 
R0218>, must be submitted by eligible 
organisations to the Department of 
Labor. Employment and Training Ad- 
mrnlstration. Patrick Henry Budding, 
Room 7122. 601 D Street. NW. t Washing¬ 
ton. D C. 20213. by August 1. 1977. The 


Preapplication must be registered or 
certified by the Postal Service on or be¬ 
fore August 1. 1977, or actually received 
In Room 7122 before 4 p.m. ed.t. on 
August 2. 1977. In accordance with 29 
CFR 97.212ib*, no preapplication re¬ 
ceived after this time shall be considered 
for funding. 

< b * In a State or area where no organi¬ 
zation except the current 303 sponsor 
submits a Preapplicatlon for a Fiscal 
Year 1978 grant, the Secretary may elect 
to negotiate a Fiscal Year 1978 grant 
without submitting the funding request 
for panel review. 


All programs to be renewed ore re¬ 
quired to submit an updated comprehen¬ 
sive plan for Fiscal Year 1978 and. in 
addition, are subject to the requirements 
set forth in 29 CFR 97.217 covering 
negotiation of final grant which includes 
procedures In case of the failure of 
negotiations to result in an acceptable 
negotiated grant. 

Signed at Washington. D.C. this 5th 
day of July. 1977. 

Ernest O. Green. 

Assistant Secretary for 
Employment and Training . 

|FR Doc.77-19528 Piled 7-7-77;8:4fl *m| 
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DEPARTMENT OF THE INTERIOR 

Bureau of Land Management 
t 43 CFR Parts 4100, 4700, 9230 ] 

RANGE MANAGEMENT AND TECHNICAL 
SERVICES 

Grazing Administration and Trespass 

AGENCY: Bureau of Land Management, 
Interior. 

ACTION: Proposed rulemaking. 

SUMMARY: Rulemaking Is proposed to 
update livestock grazing regulations for 
public lands and to add provisions re* 
qulred by the Federal Land Policy and 
Management Act of 1976. Changing and 
Increasing land use demands and passage 
of the now Act necessitate new rulemak¬ 
ing. This proposal changes the grazing 
regulations to allow for management 
flexibility to achieve multiple use and 
environmental objectives. 

DATE: Comment by September 6. 
1977. 

ADDRESS: Send comments to Director 
<210*, Bureau of Land Management. 
1800 C Street. NW.. Washington. DC. 
20240. Comments will be available for 
public review In Room 5565 at the above 
address from 7:45 a.m.-4:15 p.m. on reg¬ 
ular working days. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Billy R. Templeton. 202-343-8735. 

SUPPLEMENTARY INFORMATION: 
The principal author of this proposed 
rulemaking is Allan W. Strobel of the 
Bureau of Land Management, Wash¬ 
ington Office, Division of Range Man¬ 
agement, assisted by stall of the Division 
of Legislation and Regulatory Manage¬ 
ment and Gail L. Achterman of the So¬ 
licitor's Office. Department of the In¬ 
terior. 

Proposed rulemaking was published 
on pages 31504 through 31515 of the 
Federal Register of July 28. 1976. under 
authority of the Taylor Grazing Act of 
1934 and other Acts. Comments were in¬ 
vited through January 31,1977. The pur¬ 
pose of that proposed rulemaking was 
to modernize the rules for grazing on 
public lands and to conform with chang¬ 
ing land use demands and the resulting 
need for management flexibility to 
achieve multiple use and environmental 
objectives. 

The proposed rulemaking of July 28, 
1976 was the first major proposed revi¬ 
sion of the grazing regulations In dec¬ 
ades. Following passage of the Taylor 
Grazing Act In 1934. regulations were 
adopted to control use of public range- 
lands and to adjudicate livestock use al¬ 
lowances to qualified ranch operations. 
The existing regulations have several 
deficiencies. First, they are divided into 
two repetitive sections, one covering graz¬ 
ing administration Inside grazing dis¬ 
tricts and the other covering grazing 
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administration outside grazing districts, 
making the regulations unnecessarily 
long and unclear. Second, nearly all of 
the administrative procedures, including 
those pertaining to base property and 
commensurabllity requirements and 
transfers of grazing preferences, are 
cumbersome and time consuming. Third, 
the existing regulations fail to recognize 
the multiple use values of the land and 
the need for management flexibility to 
achieve multiple use and environmental 
objectives. In addition, the primary ob¬ 
jective of the existing regulations, al¬ 
locating grazing preferences among 
ranch operations, was essentially accom¬ 
plished by the mid-1960's. 

The rules proposed last July responded 
to these deficiencies largely by simplify¬ 
ing the rules, and requiring grazing man¬ 
agement to be consistent with land use 
plans. The key substantive change re¬ 
sponded to the increasing and changing 
demand for public land use. Since the 
total public land area remains constant, 
demand can only be accommodated 
through land use planning for multiple 
use to minimi/e adverse impact on the 
land and ita resources. Therefore, the 
proposed regulations based grazing al¬ 
location and management on land use 
plans Incorporating environmental and 
other resource values. In addition, vary¬ 
ing degrees of livestock grazing manage¬ 
ment intensity were recognized based on 
the resource evaluations made in land 
use plans. 

Approximately 1.000 comments were 
received on the proposed rulemaking. 
During the comment period the Federal 
Land Policy and Management Act of 
1976 was signed into law. The rulemak¬ 
ing process was delayed to determine the 
effect of the Act on the grazing rules. 
The Act amended the Taylor Grazing Act 
and provided for the following: Including 
a redistribution of grazing fee revenue, 
new provisions on permit and lease terms, 
and a new requirement for cancellation 
notice and compensation for range im¬ 
provements. Most importantly, though, 
the Federal Land Policy and Manage¬ 
ment Act requires that livestock grazing 
management be carried out in accord¬ 
ance with multiple use land use plans. 
This statutory provision thus affirms pre¬ 
viously adopted administrative policy. 
New provisions were added to the pro¬ 
posed rules in order to implement the 
new Act. 

Many individuals and groups analyzed 
the Initial proposal and submitted good 
thoughtful comments and suggestions. 
Since substantive changes were made in 
the proposed rulemaking because of the 
new Act, some comments are no longer 
appropriate. The proposed rulemaking 
was amended and clarifying language 
added in several places as a result of 
the suggestions received. Interested and 
affected persons and organizations 
should critically examine this current 
proposed rulemaking and comment 
again. 


Discussion of Comments Received on 
the Proposed Rulemaking or Juiy 
28. 1976 

SHOULD ALLOCATION Or GRAZING USE ll 
BASED ON HISTORICAL USE OF THE FUU- 
UC LANDS BY DEPENDENT PRIVATE 
PROPERTY OWNERS IN ORDER TO MAIN¬ 
TAIN THE STABILITY OF THE UVESTC* K 
INDUSTRY? 

Many comments were received from 
ranchers, state and local govcmmi n-s 
and extension agents suggesting that 
maintaining the stability of the livestock 
industry be included as an objective of 
the regulations, as stated In the Taylor 
Grazing Act. This provision has been in¬ 
cluded in the new proposed rules. The e 
commentators also feared that elimina¬ 
tion of the commeTLsurability require¬ 
ment and much of the adjudication lan¬ 
guage in the old regulations indicated 
that grazing would no longer be allocated 
on the basis of historic use by dependent 
private property owners. The concept of 
commensurabllity. basing grazing pref¬ 
erence on public lands on the productive 
capacity of private lands, has been in¬ 
cluded in the new proposed rules in mod¬ 
ified form. Base property must be capa¬ 
ble of producing crops or forage that can 
be used to support livestock, but the new 
proposed regulations do not require the 
crops or forage to actually be produced 
Land base property must be owned or 
controlled and must be used In a iive- 
rtock operation. Provision is also made 
for future adjudication. If necessary, in 
the sections on grazing preference and 
conflicting applications. 

HOW MUCH CONTROL SHOULD THE BUItEAV 
HAVE OVER PRIVATE LIVESTOCK OPERATIONS? 

Many ranchers and their representa¬ 
tives criticized provisions in the pro¬ 
posed regulations which they believed 
interfered unjustifiably with the ranch¬ 
er’s judgment on how to run livestock. 
They especially feared unilateral 
tton of allotment management plan-: by 
the Bureau. The new proposed regula¬ 
tions require that allotment manage¬ 
ment plans be developed In consultation 
with the permittee or lessee Only U 
agreement cannot be reached will the 
Bureau institute a grazing management 
plan by decision. The comments also 
criticized the provision allowing the Bu¬ 
reau to specify the breed of livestock :n 
a permit or lease. This provision ww 
clarified by limiting its use to commu¬ 
nity allotments where two or more op¬ 
erators graze their livestock in common 
Comments also criticized prohibiting 
placing feed or mineral supplement" on 
public lands without authorization. 
Many noted that salt placement is a nec¬ 
essary and proper port of livestock man¬ 
agement which should not require prior 
authorization. We agree and the new 
proposed regulations have been changed 
accordingly. 
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HOW MUCK PUBLIC PARTICIPATION SHOULD 

occur before closing tublic lands 

TO GRAZING? 

Some comment# criticized the provi- 
ton allowing public lands to be closed to 
livestock by notifying livestock opera¬ 
tors and the public. Greater opportunity 
lor public comment was suggested. This 
provision was clarified to emphasize that 
it will only be used in exceptional dr¬ 
ums lances to protect the soil, vegeta¬ 
tive or other public land resources usu¬ 
ally in cases such as droughts. These cir- 
tumstancca require quick action incon¬ 
sistent with time-consuming public par¬ 
ticipation. 

HOW MUCH NOTICE IS NECESSARY BEFORE 
GRANTING A LIVESTOCK OPERATOR A 
CHANGE of use? 

The proposed rules required livestock 
operators to apply for a change in graz¬ 
ing use 30 days before the grazing season 
or year begins. Permittees or lessees must 
file their basic grazing schedules with the 
Bureau and they are baled for scheduled 
use unless a change in use is allowed in 
advance. Many comments suggested that 
changes be allowed up until the first day 
or the season or year. The suggestion was 
not adopted because 30 days is needed to 
evaluate the compatibility of the pro¬ 
posed change with existing operations 
and management objectives for the allot¬ 
ment and to complete necessary adminis¬ 
trative requirements. 

SHOULD WILLFUL AND NON WILLFUL 
TRESPASS BE DISTINGUISHED? 

Many comments criticized the pro¬ 
posed rules for falling to treat willful and 
non -willful trespass differently. Ranch¬ 
ers believed the penalties were too severe 
in cases of non-wdllful trespass. Environ¬ 
mental groups and others believed they 
^cre too lenient in cases of willful tres¬ 
pass The existing rules allow' collection 
of twice the value of the forage consumed 
m canes of willful trespass, while the pro¬ 
pped rules did not. The new' proposed 
rale* distinguish between willful and 
non-willful trespass and reinsert the 
double damage provision in cases of will¬ 
ful trespass in order to provide a real 
disincentive to trespassers. 

COORDINATING GRAZING USE WITH STATE5 
AND PRIVATE LANDOWNERS WHERE THEIR 
LANDS ARE INTERMINGLED WITH PUB! 1C 

UNO 

Many States and ranchers owning Sand 
intermingled with public land com¬ 
mented on the Inclusion of these lands in 
allotment management plans and the 
Application of prescribed systems of llve- 
AtocJc grazing on these lands. The new 
Pfujx*sed rules explain that private and 
otate land shall be considered if these 
ffjfr are un fenced and intermingled 
i>u ^^ c lands in the allotment or 
tth consent or request of the rancher. 
* lc txchange-of-use permit provision 
not changed because in such cases 
private owner voluntarily applies for 
t *nd subjects his private land 

„ Bureau control In exchange for free 
of the intermingled public land. 
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WHO IS THE AUTHORIZED OFFICER? 

The existing grazing regulations reler 
to the State Director of the Bureau and 
the District Manager. Many comments 
criticized the shift to the term "author¬ 
ized officer" in the proposed rules con¬ 
tending that no one knows who this per¬ 
son is. While we agree that the term 
causes some confusion, it would be even 
more confusing to state explicitly who 
has each particular authority since dele¬ 
gations of authority change frequently. 
The authorized officer is not a new con¬ 
cept or person. The term refers to any 
official of the Bureau of Land Manage¬ 
ment who has been delegated the au¬ 
thority. through specific Secretarial or 
Bureau delegations, to carry out the 
management responsibilities of the Sec¬ 
retary of Interior on a particular man¬ 
agement area of the public land. The 
authorized officer may be an Area Man¬ 
ager. District Manager. State Director, 
or the Director of the Bureau of Land 
Management depending upon the loca¬ 
tion and the resource program involved. 
The authorized officer will most often be 
an Area Manager or a District Manager 
under these rules. 

SHOULD CONSULTATION WITH ADVISORY 
BOARDS I1E REQUIRED? 

Several comments from both ranchers 
and environmental groups suggested that 
consultation wTth advisory boards should 
be mandatory in certain Instances. 
Ranchers also sought reestablishment of 
grazing district advisory’ boards. This 
was done in a limited way by the Federal 
Land Policy and Management Act. Regu¬ 
lations governing the boards api>car in 
43 CFR Subpart 1784 

SHOULD VIOLATION OF STAIR AND FEDERAL 

CONSERVATION LAWS BE GROUNDS FOR 

CANCELLING OR REDUCING A RANCHERS 

CRAZING PREFERENCE? 

The proposed rules made violation of 
a Federal or State law or regulation con¬ 
cerning 4he coiLsenation or protection of 
natural or cultural resources or the envi¬ 
ronment a prohibited act punishable by 
cancellation or reduction of the violator's 
grazing preference. Tills provision was 
widely criticized. Ranchers contend that 
the provision is unfair because it 
punishes them twice, once under the con¬ 
servation law' or regulation violated and 
once under this provision. Conservation 
organizations contend that there should 
be no requirement for criminal convic¬ 
tion. rather that the Bureau should ad¬ 
ministratively determine whether such 
laws have been violated Both argu¬ 
ments have been thoroughly reviewed. 
Tlie rule proposed in July has not been 
changed. First, it should be noted that 
the Bald Eagle Protection Act and the 
Endangered Species Act both authorize 
reduction or cancellation of grazing per¬ 
mits or leases only following criminal 
conviction. Tills standard was adopted in 
the proposed rules in order to provide 
due process and because the Bureau can¬ 
not legally determine whether these 
other laws and regulations have been 
violated. This provision is necessary 
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though because m some Instances viola¬ 
tion of these laws and regulations Indi¬ 
cates that a permittee or lessee has in¬ 
sufficient regard for the public lands and 
their resources to warrant continuation 
of his preference. 

SHOULD VEGETATIVE RESOURCES BE ALLO¬ 
CATED TO WILDLIFE AND WILD HORSES AND 

BURROS BEFORE ALLOCATING FORAGE TO 

DOMESTIC LIVESTOCK? 

Several conservation organizations, 
state governments and university profes¬ 
sors commented on the needs of wild¬ 
life. The existing regulations explicitly 
recognize the need to set aside forage for 
wildlife while the rules proposed last July 
Implied that this w r ould be done through 
land use planning. The new proposed 
rules require in 8 4110.2-2<a> that graz¬ 
ing preference be allocated to qualified 
applicants only following the allocation 
through land use planning of the forage 
between livestock grazing, wild horses 
and burros, wildlife and other forage 
needs. No priority is given to one forage 
use over another since this would not 
conform with multiple use land use plan¬ 
ning objectives. It is also important to 
note that these regulations only cover 
domestic livestock grazing. Other regula¬ 
tions now being prepared by the Depart¬ 
ment will cover land use planning, the 
process in which vegetative resources arc 
allocated between livestock, wildlife and 
wild and free-roaming horses and 
burres. 

LIVESTOCK GRAZING CAPACITY 

The regulations proposed In July used 
the term "livestock grazing capacity" 
without defining it. This omission and 
failure to explicitly condition grazing 
permits and leases on available forage 
were severely criticized. A definition is in¬ 
cluded in the new proposed rules. In 
addition, a general condition was added 
stating that authorized livestock grazing 
use shall not exceed the livestock grazing 
capacity. One comment suggested that 
grazing capacity should be reviewed 
annually to assure that use matches 
available forage. This procedure would 
be costly, cumbersome, and is unneces¬ 
sary since a number of provisions allow 
for reductions in grazing if necessary for 
resource protection. 

Accordingly, in Une with the above dis¬ 
cussion. the proposed rulemaking has 
been changed os appropriate in accord¬ 
ance with comments received on the July 
28. 1978 publication and the applicable 
provisions of the Federal Land Policy 
and Management Act. The amended 
rulemaking Is published ns a proposed 
rulemaking and public comments and 
suggestions ore invited. 

MAJOR FEATURES 

These regulations apply to livestock 
grazing on all lands admmistered by the 
Bureau of Land Management outside of 
Alaska. Regulations for the public lands 
within and outside grazing districts are 
consolidated and the issuance of grazing, 
permits and leases will be treated in 
nearly identical fashion. 
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Tlic allocation of grazing preference 
and the authorization of grazing use on 
the public lands through the Issuance of 
grazing permits and leases will be ac¬ 
complished in accordance with land use 
plans which provide for multiple use 
management and protection of the en¬ 
vironment and other resource values. 
The regulations provide for issuing graz¬ 
ing permits and leases for a term of 10 
years; however, If the public lands in¬ 
volved are pending disposal or will be 
devoted to a public purpose which pre¬ 
cludes livestock grazing prior to the end 
of 10 years, the grazing permits or leases 
will be issued for a term coinciding with 
the anticipated date of disposal or antic¬ 
ipated date for devoting the lands to 
another public purpose. Grazing permits 
or leases will also be issued for less than 
10 years in the interest of sound land 
managemcnt lf necessary to achieve the 
objectives in the land use plans or if the 
land use plans have not been completed. 

The proposed regulations provide for 
the application of the appropriate in¬ 
tensity of livestock grazing manage¬ 
ment. along with associated range im¬ 
provement. needed to achieve the man¬ 
agement objectives on specific areas of 
public land consistent with land use 
plans. Allotment management plans will 
be developed and implemented in con¬ 
sultation with the grazing permittees or 
lessees. Only if agreement cannot be 
reached will the Bureau institute a graz¬ 
ing management plan by decision. 

While the commensu nihility and base 
property redid remen ts arc retained, they 
have been streamlined to reduce admin¬ 
istrative requirements and to provide 
more livestock operator flexibility. 
Transfer procedures have been sim¬ 
plified. 

No change Is proposed in the grazing 
fee formula. This issue will be dealt with 
separately after the study required by 
the Federal Land Policy and Manage¬ 
ment Act is submitted to Congress. Until 
then the fee will remain the same. Graz¬ 
ing fees must be paid prior to u^ing the 
public land for grazing unless a manage¬ 
ment permit or lease lm» been Issued 
providing for billing and payment after 
use. If such a permit or lease has been 
Issued, a fee noUce based upon actual use 
reported will be issued after the grazing 
season. A $25 service charge will be 
made for each transfer of grazing pref¬ 
erence and for each supplemental or re¬ 
vised billing made on the motion of the 
permittee or lessee Unless provided 
otherwise in an allotment management 
plan, a request to change the grazing use 
authorized by a grazing permit or lease 
must be made in writing and approved 
by the authorized ofllcer before the 
change L*s made. 

The means of coping with livestock 
grazing trespass have been strengthened. 
Instead of using a $2 nonwillful and $4 
willful trepass. fee. settlement for unau¬ 
thorized grazing use will include a charge 
for the cash rental value of the forage 
consumed plus costs arising from dam¬ 
age to the public land and property. 
The proposed rulemaking provides for 
impoundment and sale of trespass live¬ 
stock The expenses Incurred in gather¬ 


ing, impounding, caring for. and dis¬ 
posing of livestock may also be included 
in the settlement. Additionally, the au¬ 
thorized officer may suspend a grazing 
permit or lease in whole or in part or 
may cancel a grazing permit or grazing 
lease, and grazing preference in whole or 
in part for nonwillful trespass. The au¬ 
thorized officer is required, under these 
rules, to suspend a grazing permit or 
lease in whole or in part or cancel a 
grazing permit or grazing leusc and 
grazing preference in whole or in part 
for trespass determined to be clearly 
willful or repeated. 

The Department of the Interior has 
determined that this document does not 
contain a major proposal requiring prep¬ 
aration of an Economic Impact Analysis 
under Executive Order 11821 and OMB 
Circular A-107. 

An environmental impact statement 
< EI8 > for livestock grazing management 
on national resource lands, released on 
January 22. 1975, was prci>ared in ac¬ 
cordance with section 102<2MC> of the 
National Environmental Policy Act of 
1969 (42 U.S.C. 4332<2MC>>. The re¬ 
vised regulations will facilitate imple¬ 
mentation of the proposed grazing pro¬ 
gram discussed in tills statement. Imple¬ 
mentation of the proposed action will be 
completed through the preparation of 
EIS’s which discuss livestock glazing ac¬ 
tivities on localized areas of public lands. 

Under the authority of the Taylor 
Grazing Act of 1934. as amended, <43 
U.S.C. 315. 3!6<*>~$15<r>), section 4 of 
the Act of August 28. 1937 (43 UB.C. 
1181(d) t. and the Federal Land Policy 
and Management Act of 1976 <43 U.S.C. 
1701 et scq.i. it is proposed to amend 
Group 4100. Subchapter D, Chapter IL 
Title 43 of the Code of Federal Regula¬ 
tions as set forth below. 

1. Part 4100 is revised to read ns fol¬ 
lows: 

PART 4100—GRAZING ADMINISTRA 
TION—EXCLUSIVE OF ALASKA 

Subpart 4100 — Grazing AdmlrUatrahon — 
tiduvvf of AlaaJta; General 

Sec. 

♦100.0-1 Purpose 
4100.0 2 Objectives. 

4100 0-3 Authority. 

4100 0-6 Definition* 

4100.0-7 Cro«-reference* 

Subpart 4110—Allocation of Grazing U*« 

4110.1 Mandatory qualification > 

4110.2 Grazing preference. 

4110 2 1 Base property. 

4110.2- 2 Oraxlng preference allocation 

4110.2 -3 Tratufer of grazing preference 
41103-4 Relinquishment of grazing pref¬ 
erence 

4110.0 Changes in available forran*. 

4110.3- 1 Additional forage 
4110 3-2 Decrease In forage 

4110.4 Changes in public land acreage 

4110.4- 1 Additional land acreage 

4110.4 -2 Decrease In land acreage 

4110.5 Conflicting applications 

4110.6 Interest of Member of Congress 

Subpart 4120—Grazing Management 

4120.1 Allotment*. 

4120 2 Terms and condition* 

4120.2-1 Oeneral terms and conditions 
41203-2 Allotment management plans. 

4120 3 Closure to livestock 


Sec. 

4120.4 Ownership and identification of 

livestock. 

4120.5 State livestock requirements. 

4120 6 Range Improvement*, 

4120.6- 1 Cooperative agreements 

4120.6- 2 Range improvement permits 
4120 6-3 Standards and design. 

4120.6- 4 Assignment of range improve - 

meuts- 

4120.6- 5 Removal and compensation for Ioks 

of range improvements. 

4120.6- 6 Contributions. 

4120.7 Special rules. 

Subpart 4130—Authorizing Grazing Use 


Sec. 

4130.! Applications 
41303 Grazing permits or leases. 

41303-1 Regular permits or leases. 
41303-2 Management permits or leaser 
4130 2 3 Custodial permits or lease*. 

4130.3 Pree-use grazing permits. 

4130.4 Other permits. 

4130.4- 1 Exchange-of-use gracing permit 

4130.4- 2 Non renewable grazing permit* 

4130.4- 3 Crossing permits. 

4130.5 Fee* 

4130-5 1 Payment of fees. 

4130 5 2 Refunds. 

4130.5 3 Service charges. 

4130 6 Changes in gracing u«? 

4130.7 Hedge of permit or lease as wtti 
rlty for loan. 


Subpart 4140—Prohibited Acts 

4140 1 Acts prohibited on public lzuid> 

Subpart 4150—Unauthorized Grazing Usa 

4150 1 Unauthorised gracing. 

4150 2 Notice and order to remove 
41503 Settlement. % 

4150 4 Demand for payment. 

4150 5 Impoundment and disposal 

4150.5 1 NoUce of Intent to impound 

4150.5- 2 Notice of public rale. 

4150.5- 3 Redemption. 

41506-4 Sale 

Subpart 4160—Administrative Remedies 

4100.1 Proposed decisions. 

41601-1 Proposed decisions on permit' or 
leases. 

4160 1-2 Proposed decision* on alleged 
Sattooa 

41603 Protests. 

4160.3 Pinal decisions 

4160.4 Appeals. 

Subpart 4170—Penalties 

4170.1 Penalty for vtolattone. 

4170 1-1 Failure to use 

4170 1-2 Federal and State law or regula¬ 
tion. 

4170.2 Penal provision* 

Authority: 43 U.S.C. 315, 31&a 3l6r HOI 
et aeq.. 1181d. 

Subpart 4100—Grazing Administration— 
Exclusive of Alaska; General 


§ 1100.0-1 Purport. 

The purpose of these regulation ’ is t° 
provide lor the uniform administrate 
and management of livestock grazin'.- on 
the public lands, exclusive of Alaska 

§ 4IOO.O-2 Objective*. 

The objectives of these regulation- arc 
to manage livestock grazing on public 
lands, to preserve the land and It- re¬ 
sources from destruction or unnecessary 
injury, to stabilize the livestock Indian 
dependent on the public lands, ana w 
provide for the orderly use. improvement 
and development of the public land* 
livestock grazing consistent with tnulti- 
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plc-use. environmental, economic, and 
other objectives as stated In Subpart 1725 
of this chapter and In Section 1.02 of the 
Federal Land Policy and Management 
Act of 1976, Pub. L. 94—579. 90 Stat 2745 
<43 U.S.C. 1701 et seq >. 

§ 4100.0-3 Authority. 

<a> The Taylor Grazing Act of June 28. 
1934, as amended (43 U.8.C. 315, 315a- 
315r>, authorizes the Secretary of the 
Interior to establish grazing districts and 
to make provisions for the protection, 
administration, regulation, and Improve¬ 
ment of the public lands. It also author¬ 
izes the Secretary to lease lands outside 
of such districts for grazing purposes 
upon such terms and conditions as he 
may prescribe. 

*b) The Federal Land Policy and Man¬ 
agement Act of 1976. Pub. L. 94-579. 90 
Stat 2745 <43 UB.C. 1701 et seq.), pro¬ 
vides for the management, protection, 
development and enhancement of the 
public lands and directs the Secretary 
to manage these lands under principles 
of multiple use and sustained yield in ac¬ 
cordance with land use plans. 

(ci Executive orders transferring land 
acquired under the Bankhead-Jones 
Farm Tenant Act of July 22. 1937. as 
amended (7 U.S.C. 1012). to the Secre¬ 
tary' for administration under the Taylor 
Grazing Act 

<d» Section 4 of the ObC Act of 
August 28. 1937 (43 U.S.C. 1181d>. which 
authorizes the Secretary, at his discre¬ 
tion. to lease for grazing purposes any 
revested Oregon and California Railroad 
or Reconveyed Coos Bay Wagon Road 
grant lands in the State of Oregon which 
may be so used without Interfering with 
the production of timber or other pur¬ 
poses specified In the O&C Act. 

•ei Public land orders. Executive or¬ 
ders. or agreements which authorize tire 
Sec retary to administer livestock grazing 
on perilled lands In accordance with 
the Taylor Orazing Act or other au¬ 
thority as specified. 

I I 00.(1—Definition*. 

Whenever used in this part, unless the 
context otherwise requires, the follow¬ 
ing definitions apply*; 

<a ► The “Act** means the Taylor Oraz¬ 
ing Act of June 28. 1934. as amended <43 
US C 315. 315a-315r). 

•Jh* Allotment** means an area of land 
and managed for grazing of 

a vro A1,otmcnl management plan 
amp» means a documented program 
fK h *P plle8 to livestock operations on 
ne public lands, which is prepared In 
consultation with the permittee (a > or 
r*JJ** s) involved, and which <1> pre- 
IrKu?*. lhe manncr In and extent to 
livestock operations will be con- 
uuctcd to order to meet the multiple- 
sustained-yield, economic, and other 
tbl™ ?! ld ob ^tlves as determined for 
through land use plan- 
an d (2> describes the type, loca¬ 
te ?*' ne «Wp. and general specffica- 
, * .| I0 f toe range Improvements to be 
Lm?. . and maintained on the public 

K A to meet the livestock grazing and 


other objectives of land management; 
and <3) contains such other provisions 
relating to livestock grazing and other 
objectives os may be prescribed by the 
authorized officer consistent with appli¬ 
cable law. 

(d) ’'Animal unit month (AUM)’* 
means the amount of forage necessary 
for the sustenance of one cow or its 
equivalent for a period of 1 month. One 
horse, one burro, five sheep, or five goats 
shall be considered equivalent to one 
cow. 

(e) “Authorized officer" means any 
person authorized by the Secretary to 
administer regulations in tills part. 

(f) “Base property** means (1) farm 
or ranch property (land and improve¬ 
ments) that serves as a base for a live¬ 
stock operation and has the capability 
to produce crops or forage that can be 
used to support authorized livestock for 
a specified period of the year, or (2) 
water that is suitable for consumption 
by livestock and is available, accessible, 
and adequate for the authorized live¬ 
stock when the public lands are used 
for livestock grazing. 

<g) “Cancellation” means a perma¬ 
nent termination of a grazing permit or 
grazing lease and grazing preference In 
whole or in part. 

*h» “Class of livestock'* means age 
and/or sex groups of a kind of livestock. 

<ii "Contiguous land” means land 
that borders upon or comers upon pub¬ 
lic land. 

< J > "District" means the specific area 
of public lands administered by a Dis¬ 
trict Manager. 

<k> "Grazing district" means the spe¬ 
cific area within which the public lands 
are administered under section 3 of the 
Act. Public lands outside grazing district 
boundaries are administered under Sec¬ 
tion 15 of the Act. 

(1> "Grazing fee year” means the year 
March 1 to the last day of February 
which is used for billing purposes. 

(m) “Orazing lease*’ means a docu¬ 
ment authorizing use of the public lands 
outside grazing districts under section 
15 of the Act for the purpose of grazing 
livestock. 

' <n> “Grazing permit” means a docu¬ 
ment authorizing use of the public lands 
within grazing districts under section 3 
of the Act for the purpose of grazing 
livestock. 

( 0 ) "Grazing preference" means the 
total number of animal unit months of 
livestock grazing on public lands appor¬ 
tioned and attached to base property 
owned or controlled by a permittee or 
lessee. 

<P» "Livestock" or "kind of livestock" 
means species of domestic likestock— 
cattle, sheep, horses, burros, and goats. 

(q) "Livestock grazing capacity" 
means the number of animal unit months 
of forage available for livestock grazing 
on a sustained yield basis on the public 
lands as determined through land use 
planning. 

<r) “Modification** means a change or 
revision of the terms and conditions of 
an unoxpired grazing permit or lease 
including changes In kind or class and 


number of livestock, season* s> of use. 
and area<8) of use. 

<s) “Other lands under Bureau of 
Land Management control*’ means those 
State or private lands controlled by the 
Bureau of Land Management through 
lease, agreement, or otherwise. 

(t) "Public lands" means any land 
and interest in land outside of Alaska 
owned by the United 8tales and admin¬ 
istered by the Secretary of the Interior 
through the Bureau of Land Manage¬ 
ment. except lands located on the Outer 
Continental Shelf and lands held for 
the benefit of Indians. 

<u> "Range betterment** means the re¬ 
habilitation. protection, and improve¬ 
ment of the public lands to orrest range 
deterioration and to improve forage con¬ 
ditions, fish nnd wildlife habitat, water¬ 
shed protection, and livestock production 
consistent with land use plans. 

(vi "Range betterment fund" means 
the separate account in the Treasury es¬ 
tablished by 8cction 401(b)(1) of the 
Federal Land Policy and Management 
Act of 1976 consisting of 50 per centum 
of all moneys received by the United 
States as fees for grazing livestock on 
public lands. 

(w> "Range improvement*' means a 
structure, development, or treatment 
used to rehabilitate, protect, or Improve 
the public lands to advance range better¬ 
ment. 

<x> "Secretary" means the Secretary 
of the Interior or his authorized officer 
<y> "Suspension" means temporarily 
withholding a grazing permit or lease in 
whole or in part. 

§ 1100.0-7 CrtMK.rffrrrnrrik. 

The regulations in Subpart 1784 of this 
chapter govern advisory boards and the 
regulations in Part 4 of this title govern 
upi>calA nnd hearings. 

Subpart 4110—Allocation of Grazing Use 
§ II 10. 1 Mnmlutory qua 11 firm ion*. 

Except as provided under 98 4130.3 and 
4130.4-3. to qualify for grazing use on the 
public lands an applicant must be en¬ 
gaged in the livestock business, must own 
or control land or water base property, 
and must be: 

(ai A citizen of the United Slates or 
have properly filed a valid declaration of 
intention to become a citizen or a valid 
petition for naturalization; or 

<b> A group or association authorized 
to conduct business in the State In which 
the grazing use is sought, all members of 
which are qualified under paragraph <a> 
of this section: or 

<c> A corporation authorized to con¬ 
duct business to the State in which the 
grazing use is sought, and in which the 
controlling interest Ls vested to persons 
qualified under paragraph (a) of this 
section. 

§ 111 0.2 Graxins preference. 

§ 1110.2—I propvrty. 

<a> The authorized officer shall And 
land or water owned or controlled by an 
applicant to be base property <see 
8 4110.0-5.fu if: 
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<1> It is used in conjunction with a 
livestock operation which utilizes public 
lands within a crazing district; or 

<2) It is contiguous land, and in cer¬ 
tain cases non-contiguous land, used in 
conjunction with a livestock operation 
which utilizes public lands outside a 
grazing district. 

(b) The authorized officer shall specify 
the tenth of time for which land base 
property shall be capable ol supporting 
authorized livestock, during the year, 
taking Into consideration the availability 
and customary use of base properties and 
the management requirements for the 
public lands. 

(c) An applicant shall provide a legal 
description of his base property and shall 
certify to the authorized officer that this 
base property meets the requirements 
under paragraph <a) and <b) of this sec¬ 
tion and § 4110.0-5<f). 

§4110.2—2 Grilling prcfrrrnrr alloca¬ 
tion. 

(a) Grazing preference shAll be allo¬ 
cated to qualified applicants following 
the allocation of the forage resources be¬ 
tween livestock grazing, wild free-roam¬ 
ing horses and burros, wildlife, and other 
forage uses in the land use plans. 

tb) Applicants who own or control 
base property contiguous to public land 
outside of a grazing district where such 
public land consists of an isolated or dis¬ 
connected tract embracing 760 acres or 
less shall have a preference right for 90 
days after the tract has been offered for 
tease to lease the whole tract. 

(c> The animal unit months of graz¬ 
ing preference is attached to the acres of 
land base property on a pro rata basts. 

§ 4110.2—3 Transfer of Rrt/ing pref¬ 
erence. 

(a) Transfers of grazing preference in 
whole or in part arc subject to the fol- 
lowing requirements: 

(1* The transferee shall qualify tor a 
grazing preference under the regulations 
of this part. 

(2) The transfer shall not disrupt the 
stability of the livestock Industry in the 
general area within which the public 
lands Involved are located. 

<3) The transfer document, under 
paragraph <b) of this section or the 
transfer application, under paragraph 
(c) of this section, shall evidence as¬ 
signment of Interest and obligation in 
range improvements authorized on pub¬ 
lic lands under 9 4120.6 and used and 
maintained in conjunction with the 
transferred preference (see 9 4120.6-4)* 
The transferee shall accept the terms 
and conditions of the cooperative agree¬ 
ments and range improvement permits 
with such modifications deemed neces¬ 
sary by the authorized officer. 

(4) The transferee shall accept the 
terms and conditions of the grazing per¬ 
mit or lease (see 9 4130.2) with such 
modifications as he may request which 
are consistent with the land use plans 
and approved by the authorized officer. 

(5) The transferee shall file an appli¬ 
cation for a grazing permit or lease to 
the extent of the transferred preference 
simultaneously with filing a transfer 


document or a transfer application un¬ 
der paragraph (b) or (c> of this section. 

lb) If base property la sold or leased, 
the transferee shall file with the author¬ 
ized officer a properly executed transfer 
document showing the base property 
and the amount of grazing preference 
being transferred, in animal unit 
months, within 60 day* of the date of 
sale or lease. If the transfer document 
lias been timely filed and the require¬ 
ments under paragraph < a » ol this sec¬ 
tion have been met. the authorized of¬ 
ficer shall approve the transfer of the 
grazing preference attached to the af¬ 
fected base property, shall approve the 
assignment of interest and obligation in 
range improvements on the public lands, 
and shall issue a grazing permit or lear.e. 

tc) If a grazing preference is being 
transferred from one base property to 
another base property, the transferee 
shall file with the authorized officer a 
properly competed transfer application 
in advance for approval. The transfer 
application shall Cl) state the amount 
of grazing preference being transferred, 
in animal unit months. (2) Include a 
legal description of the old and new base 
property. <3) contain the concurrence of 
any lien holder, and (4) contain the 
consent of the owner(s) of the base 
property from which the transfer is to 
be made, unless the transferee is a lessee 
of the base property without whose live¬ 
stock operation a grazing preference 
would not have been established, in which 
case the consent of the owner of the base 
property is not required. If the transfer 
application has been properly filed and 
the requirements under paragraph ta> of 
Oils section have been met. the author¬ 
ized officer may approve the transfer of 
grazing preference between the base 
properties, may approve the assignment 
of interest and obligation in range im¬ 
provements on the public lands, and may 
issue a grazing permit or lease. 

id) As the date of approval of a trans¬ 
fer. the existing grazing permit or lease 
shall terminate automatically and with¬ 
out notice to the extent of the transfer, 
te) If an unqualified transferee ac¬ 
quires rights in base property through 
operation of law or testamentary deposi¬ 
tion. such transfer will not affect the 
grazing preference or any outstanding 
grazing permit or lease, or preclude the 
issuance or renewal of a grazing permit 
or lease based on such propeity for a 
period of 2 years after the transfer. 
However, such a transferee shall qualify 
under paragraph ia> of this section 
within the 2-year period or the grazing 
preference shall be subject to cancella¬ 
tion. The authorized officer may grant 
extensions of the 2-year period where 
there are delays solely attributable to 
probate proceedings. 

<f) Failure of the transferee to comply 
with the regulations of this section may 
result in the cancellation of the grazing 
preference. 

§ 4110.2—l RellitquUlinirni of grazing 
preference* 

Upon written request, the authorized 
officer sliall accept the relinquishment of 
a grazing preference in whole or in part. 


No such relinquishment shall be ac¬ 
cepted without the written concurrence 
of any lien holder and the written con¬ 
sent of the owner(s) of the base prop¬ 
erty to which the preference is attached, 
unless the applicant is a lessee of the 
base property without whose livestock 
operation a grazing preference would 
not have been established. 

§ 4110.3 Change* in available forage. 

§ 4110.3-1 Additional forage. 

Additional forage may be allocated 
to qualified applicants for livestock graz¬ 
ing use at the discretion of the author¬ 
ized officer if this use is consistent with 
the land use plans. 

(a) Additional forage temporarily 
available, including forage which is tem¬ 
porarily available within an allotment 
because of a change in grazing use under 
9 4130.6. may be allocated on a nonre- 
newable basis. 

ib> Additional forage permanently 
available for livestock grazing use shall 
first be allocated in satisfaction of graz¬ 
ing preferences to the permittees) or 
lcssee(s) authorized to graze in the al- 
lotment in which the forage is avail¬ 
able. 

(c) Additional forage permanently 
available for livestock grazing use over 
and above the preference**) of the per¬ 
mittee^) or lessee(s) In an allotment 
may be allocated In the following priori¬ 
ty to: 

ll) Permittee<*> or leasce(s) in pro¬ 
portion to their preferences or in pro¬ 
portion to the permittee’s or lessee * con- 
tirbution or efforts which resulted In 
increased forage production; or 

(2) Other qualified applicants under 
I 41105* 

§ 4110.3-2 Derr raw in foragr. 

When authorized grazing use exceed* 
the amount of forage available for live¬ 
stock grazing within an allotment or 
where reduced grazing use is necessai • U> 
facilitate achieving the objectives in uic 
land use plans, grazing permits or grey¬ 
ing leases and grazing preferences shall 
be cancelled in whole or in part. The 
cancellation will be equitably appor¬ 
tioned by the authorized officer or a* 
agreed to among permittees or lessees 
and the authorized officer. If consistent 
with resource management needs, the 
cancellations may be scheduled over a 
period not to exceed 3 years at the dis¬ 
cretion of the authorized officer if neces¬ 
sary to ease the economic impacts on 
affected permittees or lessees. 

§ 4110.4 Change* In public land arrras*’. 
§ 4110.1-1 Additional land acreage 

When land outside designated allot¬ 
ments becomes available for grazing 
ministration by the Bureau of 
Management* the forage available for 
livestock grazing may be allocated to 
qualified applicants at the discretion oi 
the authorized officer if this use to con¬ 
sistent with the land use plans. If there 
are applicants who were previously* 11 ' 
thorlzcd to make grazing use of these 
lands, they shall have a preference 
grazing use of the additional land*. 
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Otherwise* grazing use will be allocated ment control are suitable and available 
under 3 4110.5. for livestock grazing. 

§ * * W* l^rraxr in land acreage. § 4120.2 Term and conditioiw. 


i a ) Where there is a decrease in pub¬ 
lic land acreage available for livestock 
grazing use within a allotment, grazing 
permits of grazing leases and grazing 
preferences shall be cancelled in w hole or 
in part. The cancellations will be equi¬ 
tably apportioned by the authorized of¬ 
ficer or as agreed to among authorized 
liters and the authorized officer. 

<b> When public lands are disposed of 
or devoted to a public purpose which 
precludes livestock grazing, the permit¬ 
tees and lessees shall be given two years* 
prior notification except in cases of 
emergency, before their grazing permit 
or grazing lease and grazing preference 
may be cancelled in whole. A permittee or 
lessee may unconditionally waive the two 
year prior notification. Such a waiver 
shall not preJiidice the permittee's or les¬ 
see's right to reasonable compensation 
for the fair market value of his interest 
in authorized permanent range improve¬ 
ments located on these public lands (see 
1 4120 6-51. 

s II 10.5 (x>nflirting applications. 

When more than one qualified appli¬ 
cant applies for livestock grazing use of 
the is&ine public land and/or where ad¬ 
ditional forage or additional land acre¬ 
age becomes available, the authorized 
officer may allocate grazing use of such 
land or forage consistent with the land 
uae plans on the basis of any or all of 
the following factors: 

<a* Historical use of the public land; 

Proper range management and 
u»e of water for livestock; 

‘c> General needs of the applicants* 
livestock operations; 

jd» Public ingress and egress across 
privately owned or controlled land to 

Public lands; 

•e Topography; 

•T* Other land use requirements 
unique to the situation. 

S II 10.6 lntrrr«t of Member of Con- 


Livestock grazing permits and leases 
shall contain terms and conditions 
necessary to achieve the management 
objectives for the public lands and other 
lands under Bureau of Land Manage¬ 
ment control identified In land use plans. 

§ 1120.2—I (rrnrrul lerni# and condi¬ 
tional. 

(a'The authorized officer shall specify 
the kind or class and number of live¬ 
stock. the season( 8 ) of use. the allot¬ 
ment (s» to be used, and Uie amount of 
use. in animal unit months, that can be 
made. The authorized livestock grazing 
use shall not exceed the livestock grazing 
capacity and shall be limited or excluded 
to the extent necessary to achieve the ob¬ 
jectives established for the allotment. 

<b> The authorized officer may: 

< 1 > Specify breed of livestock in allot¬ 
ments within w’hich 2 or more permit¬ 
tees > or lessee (s) are authorized to 
graze. 

<2> Authorize and direct the place¬ 
ment of feed and mineral supplements 
for livestock on the public lands. 

<3> Authorize grazing use by kinds of 
indigenous animals under specific terms 
and conditions. 

tc) If allotment management plans 
have not been prepared or if it has been 
determined that allotment management 
plans are not necessary, the authorized 
officer shall incorporate terms and con¬ 
ditions under this section in grazing per¬ 
mits or leases. The authorized officer 
shall modify these terms and conditions 
if the condition of the range requires 
modification of grazing use and may 
cancel grazing permits or grazing leases 
and grazing preferences as conditions 
warrant under S3 4110.3-2 and 4110.4-2. 
These modifications and cancellations 
may be made at anytime and shall be put 
into full force and effect on the date 
specified by the authorized officer. 

§ 1120.2—2 A 11 u t m c n i i»j»nuicriii«‘iii 
plan*. 


Title 18 U.S.C. 431-433 il070» sen 
fnU1 >’ prohibits a Member of or Dele 
jfate to Congress>from entering into an: 
contract or agreement with the Unltei 
SSf- Title 41 U.S.C. 22 (1970 > gen 
rally provides that in every contract oi 
weement to be made or entered into 
*>y or on behalf of the Unitcc 
there shall be inserted an express 
ndition that no Member of or Delegat< 
Khs^ 0n * rc<s ®kall h® admitted to anj 
mj*r f or par * °* fiUc h contract or agree- 
Sw 21 10 ^ benefit to arise there¬ 
to?” The Provisions of these laws arc 
hcreljl by reference and 
aU Permits, leases, and agree- 
lt * 153 ^ under these regulations. 
Subpart 4120—Grazing Management 
* 120.1 Allotment*. 

‘uthort^ U « plana are Prepared, the 
n officer shall designate ollot- 

h Uhere the P ubllc lands and other 
* under Bureau of Land Manage- 


Grazing management may be applied 
on allotments through the preparation 
and implementation of allotment man¬ 
agement plans. 

<a) An allotment management plan 
shall be prepared in consultation with 
the affected permittee's* or lessec(s). 
approved by the authorized officer and 
implemented (see 3 4100.0-5<c>). The al¬ 
lotment management plan shall include 
appropriate terms and conditions under 
3 4120.2-1 and shall prescribe a system 
of grazing designed to meet specific man¬ 
agement objectives. The plan shall in¬ 
clude the limits of flexibility within 
which the permittee or lessee may adjust 
his operation without prior approval of 
the authorized officer. The plan shall 
provide for the collection of studies data 
that shall be used to evaluate the effec¬ 
tiveness of the system of grazing in 
achieving the specific objectives. 

(b) Private and State lands shall be 
considered In the allotment manage¬ 
ment plan If these lands are unfenced 
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and are intermingled with the public 
lands In the allotment or with the con¬ 
sent or at the request of the permittee or 
lessee. 

<c) Allotment management plans may 
be revised In consultation with the af¬ 
fected permittee's) or lessee's). 

<d) If allotment management plans 
have been prepared, the authorized offi¬ 
cer shall incorporate these plans In graz¬ 
ing permits or leases when they are is¬ 
sued. If grazing permits or leases have 
been Issued prior to the preparation of 
allotment management plans, the au¬ 
thorized officer shall incorporate the al¬ 
lotment management plans in the graz¬ 
ing permits or leases when these plans 
are completed. 

(e) Decisions which specify that al¬ 
lotment management plans are incor¬ 
porated as terms and conditions of graz¬ 
ing permits or leases may be protested 
and appealed under Subpart 4160. 

§ 1120.3 (3o*tir<* In livestock. 

Where required for the protection of 
the soil, vegetative, or other resources 
on the public lands, the authorized offi¬ 
cer may close allotments to grazing by 
any kind of livestock and for any period 
of time. The action taken by the author¬ 
ized officer shall be specified in a notice 
of closure. The notice shall be published 
in a local newspaper and shall be posted 
at the county courthouse and at a post 
office near the public land area involved. 
Written notification shall be delivered 
personally or by certified mail to those 
who are authorized to graze livestock on 
the allotments affected. The notice of 
closure shall be issued as a final deci¬ 
sion in full force and effect under 
3 4160.3<c) and shall require all owners 
of livestock affected thereby to remove 
such livestock in accordance with provi¬ 
sions of the notice. The authorized offi¬ 
cer may proceed to impound, remove, 
and dispose of any livestock found in 
violation of the closing notice after the 
closure date specified in the notice in ac¬ 
cordance with 3 4150.5. 

§4120.1 Ounmiiip anil identification 
of livmlurk. 

<a> The permittee or lessee shall own 
or control and be responsible for the 
management of the livestock which 
graze the public lands under a grazing 
permit or lease. If the permittee or lessee 
does not own the livestock, he shall fur¬ 
nish the authorized officer a document 
specifying the kind and number of live¬ 
stock. the brand or other marking the 
livestock are carrying, and the arrange¬ 
ments which in fact give him control of 
the livestock. This document shall be 
approved by the authorized officer prior • 
to placing the livestock on the public 
lands. 

(b) All cattle, horses, and burros over 
6 months of age shall carry a brand 
which has been filed with the authorized 
officer. All sheep and goats over 6 montlts 
of age shall be identified with an ear¬ 
mark. paint brand, or other marking 
that has been filed with the authorized 
officer. 

<c) The authorized officer may ex¬ 
empt certain livestock from the mlni- 
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mum requirements under paragraph (b) 
of this section. An alternative method 
of identifying the livestock satisfactory 
to the authorized officer shall be used in 
such Instances. 

<d) The authorized officer may re¬ 
quire additional or special marking or 
tagging of the authorized livestock in 
order to control trespass or in order to 
otherwise promote the orderly adminis¬ 
tration of the public lands. 

§ 1120.5 Slate livc*UH*k requirement*. 

Authorized users shall comply with 
the requirements of the State in which 
the public lands are located relating to: 
branding of livestock; breed, grade, and 
number of bulls; and sanitary require¬ 
ments. 

g 4120.6 Kctnge improvement*. 

<a) When appropriated, one-half of 
the range betterment funds (see I 4130.5- 
1 (d)) shall be available for use in the 
District from which the grazing fees were 
collected for the purpose of on-the - 
ground range rehabilitation, protection, 
and improvement of public lands after 
consultation with user representatives. 
The other one-half of the range better¬ 
ment funds shall be used for on-the- 
ground range rehabilitation, protection, 
and improvement of public lands at the 
discretion of the authorized officer after 
consultation with user representatives. 
See 14100.0-5 (u>. (v>, and (w). 

(b) Range improvements Bhail be in¬ 
stalled. used, maintained, and/or modi¬ 
fied on the public lands in a manner con¬ 
sistent with the land use plans. 

(c) Prior to installing, using, main¬ 
taining and/or modifying range im¬ 
provements on the public lands permit¬ 
tees or lessees shall have entered Into a 
cooperative agreement with the Bureau 
of Land Management or must have a 
range improvement permit. 

§ 1120.6-1 ()<K»p<Tain■«roa»u*»U. 

Any permittee or lessee may enter into 
a cooperative agreement with the Bureau 
of Land Management for the instal¬ 
lation. use, maintenance, and/or modi¬ 
fication of range improvements needed 
to achieve management objectives within 
his designated allotment. Cost and/or 
labor shall be placed between United 
States and permittees or lessee. The 
United States shall have title to range 
improvements authorized under coop¬ 
erative agreements. 

§ 4120.6-2 Range impfovrinrnl iM’riuil*. 

Any permittee or lessee may apply for 
a range Improvement permit to install, 
use. maintain and/or modify range im¬ 
provements that are needed to achieve 
management objectives within his desig¬ 
nated allotment. The permittee or lessee 
shall agree to provide total funding. The 
range improvement permits are Issued at 
the discretion of the authorized officer. 
The permittee or lessee shall have title to 
range improvements authorized under 
range improvement permits. 

§ 4120.6-3 Standard* and dmign. 

Range Improvement cooperative 
agreements and permits shall specify the 


standards and design for the range im¬ 
provements and shall contain conditions 
and construction criteria deemed nec¬ 
essary by the authorized officer to fa¬ 
cilitate achieving the objectives In the 
land use plans. Where an existing range 
improvement is significantly Inconsistent 
with these objectives, the auUiorizatlon 
for the improvement may be modified 
by the authorized officer to reflect needed 
changes. Upon failure of the permittee 
or lessee to comply with the standards 
and design specified by the authorized 
officer or failure to comply with the au¬ 
thorized officer’s order to modify an ex¬ 
isting range improvement, authorization 
for the improvement may be cancelled. 

§ 4120.6-4 Afcftifrnnirnl «»f range iro- 
pravrnwnK 

The authorized officer shall not ap¬ 
prove the transfer of a grazing pref¬ 
erence under l 4110.2-3 nor approve use 
by the transferee of an existing range 
improvements, unless the transferee has 
agreed to compensate the transferor for 
fair market value of his interest in the 
authorized improvements within the al¬ 
lotment as of the date of transfer. If the 
parties are unable to agree as to the 
amount or manner of reasonable com¬ 
pensation. the matter shall be resolved 
by the authorized officer. 

§4120.6-5 Removal and compensation 
for lo^ of range Improvement*. 

(a) The authorized officer may require 
permittees or lessees to remove range 
improvements which they own on the 
public lands if these improvements are 
no longer serving the purpose for which 
they were installed or If they fail to meet 
the standards and design criteria under 
5 4120.6-3. 

(b) If grazing permits or grazing 
leases and grazing preferences arc can¬ 
celled in whole or in part because the 
public lands are being disposed of or de¬ 
voted to a public purpose which precludes 
livestock grazing, the permittees or less¬ 
ee* shall receive fair market value from 
the United States for their interest in 
the authorized permanent range im¬ 
provements located on the public lands 
• less salvage value) which will no longer 
be available for livestock grazing. 

<c> Permittees or lessees may be al¬ 
lowed a period of 180 days from the date 
of cancellation of a range improvement 
permit to salvage material owned by 
them and to perform such rehabilitation 
measures as are deemed necessary by the 
authorized officer. 

§ 1120.6-6 Contribution*. 

(a> The authorized officer may accept 
contributions of labor, material, equip¬ 
ment. or money for administration, pro¬ 
tection. and Improvement of the public 
lands necessary to achieve the objectives 
of this part. 

(b) The authorized officer may require 
the permittee or lessee to finance indi¬ 
vidually. or to share proportionately with 
other permittees or lessee*, the cost of 
installation and/or maintenance of range 
improvements if the permittee or lessee 
will benefit in substantial measure or 


should reasonably be responsible for 

such costs. 


§1120.7 Special rule*. 

Whenever It appears to a State Direc¬ 
tor that local conditions within his ad¬ 
ministrative Jurisdiction require a spe¬ 
cial rule to achieve improved adminis¬ 
tration consistent with the objectives of 
this part, he may recommend such a 
rule for approval by the Director, These 
recommendations shall be subject to 
public review and comment, as appro¬ 
priate. and upon approval shall become 
effective when published in the Ftdfrai 
Register as final rules. Special rules 
shall be published in a newspaper within 
the local area. Copies of the rule shall be 
sent to those who are authorized to graze 
livestock in the area where the special 
rule Is applicable. 

Subpart 4130 —Authorizing Grazing Use 
§4130.1 Application*. 

Applications for grazing permit or 
leases (active use and non-use), free-use 
grazing permits and other permits shall 
be filed with the authorized officer at the 
local Bureau of Land Management office 


§ 1130.2 Grazing permit* or !ra*r*. 


(a) Grazing permits or leases shall be 
issued to authorize livestock grazing on 
the public lands and oilier lands under 
Bureau of Land Management control 
These grazing permits or leases shall 
specify the amount of active grazing use. 
nonuse, or combination of active grazing 
use and nonuse that is authorized and 
shall include appropriate terms and con¬ 
ditions under 1 4120.2. 

<b) A grazing permit or lease convey* 
no right, title, or interest in any lands 
or resource use authorized thereunder 
and Is a privilege for the exclusive bene¬ 
fit of the permittee or lessee. 

<c> Orazing permits or leases author¬ 
izing livestock grazing on the public 
lands, and other lands under Bureau of 
Land Management control, shall be Is¬ 
sued for a term of ten years unless 

(1) The land is pending disposal or 

(2) The land will be devoted to an¬ 

other public purpose prior to the end o» 
ten years; or , 

(3) It will be in the best Interest of 
sound land management to specify » 


shorter term. 

If the public lands involved are pend¬ 
ing disposal or shall be devoted to a pub¬ 
lic purpose which precludes Nvestoj* 
grazing prior to the end of 10 year*, to* 
grazing permits or leases shall be issuw 
for a term coinciding with the antic.- 
paled date of disposal or anticipates out* 
for devoting the lands to another puo- 
11c purpose. Grazing permits or leasw 
shall bo issued for less than ten y<*n 
in the Interest of sound land nianasf' 
ment if necessary to achieve the°b^ 
tives in the land use plans or if the ^ 
use plans have not been completes 
absence of details from allotment min 
agement plans shall not be ^ 




years. 

(d) Permittees or lessees holding cv 
piling grazing permit* or leases sh - • 
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given first priority for receipt of new per¬ 
mits or leases If: 

d) The lands remain available for 
livestock grazing In Accordance with land 
use plans <sce Subpart 4120*. 

<2> The permittee or lessee is in com¬ 
pliance with the regulations contained in 
tills part and the terms and conditions of 
his grazing permit or lease: and 

<3» The permittee or lessee accepts 
the u-rms and conditions to be included 
in the new permit or lease by the au¬ 
thorized officer. 

§ 1130.2—1 Regular permit* or tctieft. 

Regular permits or leases shall be is¬ 
sued for terms of from 1 up to and In¬ 
cluding 10 years to authorize livestock 
grazing on allotments within areas where 
land use plans have not been completed. 
The term of the permits or leases shall 
coincide with the scheduled completion 
dates for the land use plans for the af¬ 
fected areas. 

§1130.2—2 Mumigmirnl permit* or 

IrtMSSi 

Management permits or leases shall be 
iwued for a term of not more than 10 
years to authorize livestock grazing on 
allotments within areas where land use 
plum have been completed and where al¬ 
lotment management plans have been or 
trill be incorporated into the permits or 
lenses. 

§ 1130.2—3 i'.uMoclial permit* or Irate*. 

Custodial permits or leases shall be 
issued for a term of not more than 10 
years to authorize livestock grazing on 
allotments wthin areas where land use 
plans have been completed and W’hcre 
it has been determined that allotment 
management plans are not necessary. 

§ 1130.3 Free-u»e grazing permit*. 

A free-use grazing permit shall be is¬ 
sued to any applicant whose residence is 
adjacent to public lands within grazing 
districts and who needs these public 
land* to support those domestic livestock 
cwned by the applicant whose products 
or work are used directly and exclusively 
by the applicant and his family. The 
Penult may be issued for a period of not 
®ore than 10 years. 

§ 1130,1 Other permit*. 

Exchange-of-use grazing permits, non¬ 
removable grazing permits, and crossing 
permits have no priority for renewal and 
cannot be transferred or assigned. 

■ U 30.1*1 Exrhungr-of-4i»r gracing per¬ 

mit*. 

An exchange-of-use grazing permit 
way be issued to any permittee or lessee 
*ho owns or controls lands within the 
boundaries of the allotment cov- 
red by his grazing permit or lease. An 
exchange-of-use permit may be issued to 
authorize use of public land within the 
allotment to the extent of the livestock 
capacity of the permittee's or 
land within the allotment. No 
toe charged for this grazing use. 
exchange-of-use permit may be is- 
v*I U r 1 *™ of not more than 10 
,ear5 * The expiration date of the ex¬ 


change-of-use permit shall coincide with 
the expiration date of the grazing permit 
or lease Issued on the allotment in which 
the land offered in exchange is located. 
During the term of the exchange-of-use 
permit, the Bureau of Land Management 
shall have management control of such 
private land for grazing purposes under 
the provisions of this part and may 
authorize grazing use as deemed appro¬ 
priate. 

§1130.1—2 Nrnirenewablr grazing per¬ 
mit*. 

Nonrenewable grazing permits may be 
issued to qualified applicants when for¬ 
age is temporarily’ available, provided 
tills use does not interfere with existing 
livestock operations on the public lands 
and it is consistent with the land use 
plans. This use shall be authorized on a 
seasonal or annual basis only. Nonrenew¬ 
able grazing use may be included in a 
regular grazing permit or lease issued 
for 1 year under $ 4130.2-1. 

§ 4130.1—3 ('.rowing permit*. 

Any applicant show’lng the necessity 
for crossing the public land with live¬ 
stock for proper and lawful purposes 
may be issued a crossing permit upon 
such terms and conditions deemed nec¬ 
essary by the authorized officer to achieve 
the objectives of this part. 

§1130.5 For*. 

§ 1130.5—1 Paym. nt of frr*. 

(a» The fees for each grazing fee year 
shall be published annually in the Fed¬ 
eral Register. 

(b) Fees shall be charged for livestock 
grazing upon or crossing the public lands 
and other lands under Bureau of Land 
Management control at a specified rate 
per animal unit month. A minimum an¬ 
nual charge of $10 will be made for live¬ 
stock grazing upon or crossing the 
public lands. No fee shall be charged for 
livestock grazing authorized under frec¬ 
use grazing or exchange-of-use grazing 
permits. 

(c) Fees shall be established by the 
Secretary in equal annual Increments 
effective with the grazing fee year begin¬ 
ning March 1. 1978, to attain fair market 
value of range forage beginning March 
1 of the 1980 grazing fee year. Fair mar¬ 
ket vulue is that value established by the 
Western Livestock Grazing Survey of 
1966 or as determined by any study w’hlch 
may be conducted to update the fee base. 
Annual adjustments shall also be made 
for any of the 1978-80 grazing fee years 
and thereafter to reflect changes In the 
current market value as determined by 
an adequate index ie»). 

(d) Fifty percent of the grazing fees 
collected for grazing livestock on public 
lands <other than ceded Indian lands) 
under the Act shall be deposited in a sep¬ 
arate account in the United States 
Treasury for the range betterment pro¬ 
gram (see § 4120.6). 

(e) Fees are due upon issuance of the 
billing notice and must be paid In full 
prior to grazing use except where an 
allotment management plan has been in¬ 
corporated in a management permit or 


lease, in which case a billing notice 
based on actual use may be issued at the 
end of the grazing season or year or a 
billing notice based on the normal oper¬ 
ation may be issued prior to the graz¬ 
ing season or year followed by an ad¬ 
justed billing notice based on actual use 
after grazing use has been completed. 
Each permittee or lessee operating un¬ 
der a management permit or lease incor¬ 
porating an allotment management plan 
shall submit within 15 days after the 
end of his authorized grazing period, or 
as otherwise specified in the permit or 
lease, a report of the actual livestock 
grazing use made. Upon failure or re¬ 
fusal to submit an actual use report, a 
billing notice, or adjusted billing notice, 
reflecting charges for grazing use at the 
upper limit of flexibility as specified in 
the allotment management plan, shall be 
issued and is immediately due and pay¬ 
able. 

<f> The full fee shall be charged for 
all weaned livestock w’hich are not the 
natural Increase of livestock upon which 
fees .are paid and for animaLs that shall 
become 12 months of age during the 
period of use. No charge shall be made 
for animals under 6 months of age at the 
time of entering public lands and other 
lands under Bureau of Land Manage¬ 
ment control, which are the natural In¬ 
crease of the livestock upon which fees 
are paid or for those bom during the 
season for which the permit or lease au¬ 
thorizes use, and until they are 12 
months of age. 

§ 1130.5-2 Refunds* 

<a» Grazing fees may be refunded at 
the discretion of the authorized officer 
where applications for change in graz¬ 
ing use and related refund are filed prior 
to the period of use for w’hich the re¬ 
fund is requested. 

<b) No refunds shall be made for fail¬ 
ure to make grazing use. except during 
periods or range depletion due to severe 
drought. Are. or other natural causes or 
general epidemic of disease that occurs 
during the term of a permit or lease. Dur¬ 
ing these periods of range depletion the 
authorized officer may credit or refund 
fees in yhole or in part, or fee payment 
may bo postponed for as long as the 
emergency exists. 

§ i 130.5—3 Srr%irr rlmrge. 

Except for actions initiated by the au¬ 
thorized officer, a service charge of $25 
shall be made for each transfer of a 
preference and for each supplemental or 
revised billing issued under § 4130.6. 

§ 11 30.0 ( Jiungr* in gru/iti|t ii»e. 

(ai Permittees and lessees shall have 
on file with the authorized officer a basic 
grazing schedule which outlines their an¬ 
nual livestock grazing use on the public 
lands. Including the kind or class and 
number of livestock, the seasons) of 
use, the allotmcnt(s) to be used, and the 
amount of use. in animal unit months. 
Permittees and lessees shall be billed In 
accordance with the basic grazing 
schedule unless a change in use has been 
requested. 

<b> Requests for grazing use different 
than the basic grazing schedule should 
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be filed with the authorized officer no 
later than 30 days before the grazing 
season or year. Requests for change in 
use filed later than 30 days before the 
grazing season or year, or after the start 
of the grazing season or year, shall be 
subject to a service charge under 
i 4130.5-3. 

cc) A request for change in use may 
be granted at the discretion of the au¬ 
thorized officer if the request is com¬ 
patible with existing operations and con¬ 
sistent with the objectives for the allot¬ 
ment 

§ 1130.7 Hrdsi* «f itrrmft or t w u» 
MTurilj for limn. 

The authorized officer shall renew a 
grazing permit or lease that has been 
pledged as security for a loan from a 
lending agency for a period of not to 
exceed 10 years if the loan is for the 
purpose of furthering the permittee’s 
or lessee’s livestock operation. Provided. 
That the permittee or lessee lias com¬ 
plied with the rules and regulations of 
this part and that such renewal will 
be In accordance with other applicable 
laws and regulation. 

Subport 4140—Prohibited Acts 

§ 4 J 10.1 Act* prohibited on public 
land*. 

The following acta by permittees and 
lessees are prohibited on public lands 
and other lands under Bureau of Land 
Management control: 

ia) Allowing livestock on or driving 
livestock across these lands in viola¬ 
tion of the terms and conditions of a 
permit or lease, either by exceeding the 
number of livestock authorized, or by al¬ 
lowing livestock to be on these lands in 
an area or at a time different from that 
designated: 

ib) Failing to make substantial graz¬ 
ing use as authorized for 2 consecutive 
fee years; 

(c) Placing feed or mineral supple¬ 
ments. other than salt, for livestock on 
these lands without authorization; 

<d> Failing to comply with the terms 
of a range improvement cooperative 
agreement or range improvement per¬ 
mit; • 

<c> Refusing to finance individually, 
or to share proportionately with other 
permittees or leasees, the cost of In¬ 
stallation. maintenance and/or modifica¬ 
tion of range improvements when so di¬ 
rected by the authorised officer if the 
permittee or lessee will benefit in sub¬ 
stantial measure or should reasonably be 
responsible for such costs. 

<f> Installing, using, maintaining, 
and/or modifying range improvements 
on these public lands without authoriza¬ 
tion; 

(g> Cutting, burning, spraying, de¬ 
stroying. or removing vegetation with¬ 
out authorization; 

<h> Damaging or removing United 
States property without authorization; 

(i) Molesting livestock lawfully graz¬ 
ing on these lands; 

<j) Uttering; 

(k) Violating any provision of Part 
4700 of this subchapter concerning the 


protection and management of wild free- 
roaming horses and burros; 

(1) Violating any Federal or State law 
or regulation concerning conservation or 
protection of natural and cultural re¬ 
sources or the environment including, 
but not limited to, those relating to air 
and water quality, protection of fish and 
wildlife, plants, and the use of chemical 
toxicants; 

<nn Interfering with lawfully use* or 
ui^rs: 

<n> Knowingly or willfully making a 
false statement or representation in 
grazing applications, range improvement 
permit applications, and or amendments 
thereto. 

Svbprrt 435C—Unauthorized Grazing Use 

§4150.1 l U4Ull»oru««l {jrj/iic. 

Allowing livestock on or driving live¬ 
stock across public lands and oilier lands 
under Bureau of Land Management con¬ 
trol without proper authorization Is pro¬ 
hibited and constitutes unauthorized 
grazing use. Sec $ 4140.1 »a». Violators 
shall be liable in damages to the United 
States for the forage consumed by their 
livestock, for injury to Federal property 
caused by their unauthorized grazing 
use, and for expenses incurred in im¬ 
poundment and dispoeid. and may be 
subject to civil penalties or criminal 
sanction for such unlawful acts. 

§ 4 130.2 Notice and order to rrmmr. 

(&• Whenever it appears that a viola¬ 
tion exists and the owner of the unau¬ 
thorized livestock is known, written 
notice shall be served upon the alleged 
violator or his agent by certified mail 
or personal delivery and a copy of the 
notice shall be sent to any known lien 
holder. The notice shall set forth the act 
or omission constituting the violation 
and refer to the specific terms, condi¬ 
tions, or regulatory provisions, alleged 
to have been violated. It shall also order 
the alleged violator to remove the live¬ 
stock within a specified time. The notice 
shall allow a specified time from receipt 
of notice for the alleged violator to show 
that there has been no violation or to 
make settlement under 141502. If the 
alleged violator fails to comply with the 
notice, the authorized officer may pro¬ 
ceed to impound the livestock under 
14150.5. 

<b) When neither the owner of the un¬ 
authorized livestock nor hts representa¬ 
tive is known, the authorized officer may 
proceed to Impound the livestock under 
5 4150.5. 

(c) A notice alleging unauthorized 
horse or burro use in areas with wild 
free-roaming horses and burros shall 
specify that the unauthorized horses or 
burros can be claimed and gathered only 
in accordance with the procedures of 
Part 4700 of this subchapter 

§1150.3 Settlement. 

The authorized officer shall weigh the 
facts and circumstances of the case and 
shall determine if the violation is non- 
willful or willful and whether it is a 
repeated violation. When violations arc 
determined to be nonwillful. settlement 


shall be made under paragraphs 
and (a)(3) of this section. When viola¬ 
tions are determined to be willful, an 
or repeated, settlement shall be maiii? 
under paragraphs (a) <2>. (3), and <4 
of this section and the authorized offi 
.shall take action under $ 4170.1. 

(a) The amount due the United State* 
In settlement for unauthorized gra/ms 
use shall be determined by the author¬ 
ized officer as follows: 

fl> “Nonwillful violations.” The value 
of forage consumed as determined by 
the average monthly rate for pasturing 
livestock on privately owned land for tin 
11 Western States as published annual 
by the Department of Agriculture. 

(2) ‘•Willful, and/or repeated viola¬ 
tions." Twice the value of the forage con¬ 
sumed as determined in paragraph < 

(1 > of this section. 

*3> The full value for all dama»> to 
the public lands and other propeitv o' 
the United States. 

<4> All expenses incurred by the 
United States including those incur:**! 
in gathering, impounding, caring (or. 
and disposing of livestock in cases which 
necessitate impoundment under f 4150.5. 

«b* Payment made under this section 
does not relieve the alleged violator o t 
any criminal liability under Feder.il or 
State law. 

§ 4150.1 lie mm id for puj nuiU. 

Where the livestock have been re¬ 
moved, but satisfactory settlement ha* 
not been made within the time allowed 
under fi 41502. a certified letter dcm;»n<i- 
lng payment will be sent or personal) 
delivered to the owner or his agent and 
a copy of the letter shall be sent to any 
known lien holder. This letter shall ftp 
. low not more than 15 days from date ol 
receipt to settle the obligation. 

§ 4150.5 Impoundment and diipo' 1 ! 

Unauthorized livestock remainui: on 
the public lands after the date set forth 
in the notice and order to remove •as¬ 
under I 41502 may be impounded and 
disposed of by the authorized officer « 
provided herein. 

§ 1150.5-1 Notice of intent to impoMiid 

(a) A written notice of intent to im¬ 
pound shall be sent by certified 
or personally delivered to the owner, or 
his agent, and a copy of the notice h* 11 
be sent to any known Uen holder Anj 
time after five days of delivery of tw 
notice the unauthorized livestock may be 
impounded. 

(b> Where the owner or agent 
known, or a known owner or agent re¬ 
fuses to accept delivery, a notice of w* 
tent to impound shall be published in 
a local newspaper and posted ft* 
county courthouse and a post office near 
the public land involved. Any time a iter 
5 days of the posting of the notice tne 
unauthorized livestock may bo im¬ 
pounded. 

(c) Unauthorized livestock may be im¬ 
pounded without further notice any time 
within the 12-month period foUowmi 
the effective date of a notice given u * 
this provision. 
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§ 1150.5—2, iVolkf of puUtr mIi^. 

Following the Impoundment of live¬ 
stock under tills subpart the livestock 
niAy be disposed of by the authorized 
officer or. If a suitable agreement is in 
effect, they may be turned over to the 
State for disposal. If the authorized offi¬ 
cer disposes of the livestock, he shall 
publish a notice of sale in a local news¬ 
paper and post this notice at the county 
courthouse and at a post office near the 
land Involved. The notice shall describe 
the livestock and specify the date, time, 
and place of sale. The sale date shall be 
at least 5 days after the publication and 
posting of the notice. Any known own¬ 
ers or agents and known lien holders 
Khali be notified in writing by certified 
mail or by personal delivery of the sale 
and the procedure by which the -im¬ 
pounded livestock may be redeemed 
prior to the sale. 


$ 1150.5—3 Krdciupliun. 

Any owner or known lien holder of the 
impounded livestock may redeem them 
in accordance with State law, prior to 
the time of sale upon settlement with the 
United States under g 4150.3 or adequate 
showing that there has been no violation. 

S 1130.3-4 Hjilr. ' 


If the livestock arc not redeemed on 
or before the date and time fixed for 
their sale, they shall be offered at public 
sale to the highest bidder either by the 
authorized officer or by the State. If a 
satisfactory bid is not received, the live¬ 
stock may be reoffered for sale, con¬ 
demned and destroyed, or otherwise dis¬ 
posed of in accordance with State law. 
When livestock are sold by the author¬ 
ized officer pursuant to these regulations, 
he shall furnish the purchaser a bill of 
sale or other written Instrument evi¬ 
dencing the sale. If sold by the State, the 
Bureau of land Monagament shall be 
reimbursed for the amount due under 
I 4150.3 up to the amount received for 
*ale of the livestock. 

Subpart 4160—Administrative Remedies 

* 11 Mi. | l'r<*|>4>«4'fl (lrri*>oii4. 

§ i 160.1— | «m |M*r« 

mil* «r lra«t**. 


The authorized officer shall serve a 
proposed decision on any applicant, per- 
witteo. or lessee, or his agent, who is 
adversely affected by his proposed action 
on applications for permits or leases or 
°y nls proposed action related to terms 
* R< | conditions of permits or leases, by 
certified mall or personal delivery. And 
mail notify any known lien holder of the 
proposed decision. The proposed decision 
null state the reasons for the action, in- 
reference to the pertinent terms, 
oimittom. and/or regulating provisions. 

shall provide for a period of 15 days 
aI tr r *c<4pt for the filing of a protest. 

*160.1—2 l'ro|N>M<| clrriftion* on ul- 
lrK«Hi i iulniiouK, 


ihit uut h° r lz*!d officer determines 

hav. a » or lessee appears to 

E ^ Provision of this part 

~ Uli **rve ® proposed decision on the 
uuttee or lessee, or his agent, by cer¬ 


tified mail or personal delivery, and shall 
notify any known lien holder of the pro¬ 
posed decision. The proposed decision 
shall state the alleged violation and refer 
to the specific terms, conditions, and/or 
regulatory provisions alleged to have 
been violated and the reasons for the 
proposed decision. As applicable, the 
proposed decision shall state the amount 
due under g 4150.3 and the action to be 
taken under $ 4170.1. The proposed de¬ 
cision shall provide for a period of 15 
days after receipt for the filing of a pro¬ 
test. 

8 1160*2 Prole***. 

Any applicant, permittee, lessee, or any 
other person adversely affected by a pro¬ 
posed decision of the authorized officer 
may protest the proposed decision in per¬ 
son or in writing to the authorized of¬ 
ficer within 15 days after receipt of the 
proposed decision. 

§ 1160.3 Final cft*ri*it»n*. 

<a> In the absence of a protest, the 
proposed decision shall become the final 
decision of the authorized officer with¬ 
out further notice. 

(b) Upon the timely filing of a pro¬ 
test, the authorized officer shall recon¬ 
sider his proposed decision in light of the 
protcst&nt’s statement of reasons for 
protest and in light of other information 
pertinent to the case. At the conclusion 
of his review of the protest, the author¬ 
ized officer shall serve his final decision 
on the protestant. or his agent, and on 
any other known interested individual, 
and shall notify any known lien holder 
of the final decision. 

<c» The final decision shall provide 
for a period of 30 days after receipt for 
filing of an appeal. An appeal shall sus¬ 
pend the effects of the final decision 
from which it is taken pending final ac¬ 
tion on the appeal unless the authorized 
officer provides in the final decision that 
it shall be in full force and effect pend¬ 
ing decision on appeal therefortn. Final 
decisions shall be in full force and ef¬ 
fect only if required for the orderly ad¬ 
ministration of the range or for the pro¬ 
tection of other resource values See 
g 4.477 of this title. 

8 1160.1 \f»|n*;al*. 

Any applicant, permittee, lessee, or 
any other person whose interest is ad¬ 
versely affected by a final decision of 
the authorized officer may appeal the 
decision for the purpose of a hearing be¬ 
fore an administrative law judge under 
I 4.470 of this title by filing his notice 
of appeal in the office of the authorized 
officer within 30 days after the receipt 
of the decision. 

Subpart 4170—Penalties 

8 1170.1 IViially for \ iulxl imt». 

11)e authorized officer may suspend the 
grazing use authorized under a grazing 
permit or grazing lease in whole or In 
part or may cancel a grazing permit or 
grazing lease and grazing preference in 
whole or in part under Subpart 4160 for 
violation by a permittee or lessee of any 
of the provisions of this part. However. 


the authorized officer shall suspend the 
grazing use authorized under a grazing 
permit or grazing lease in whole or in 
part or shall cancel a grazing permit or 
grazing lease and grazing preference in 
whole or in part under Subpart 4160 for 
willful or repeated violation by a permit¬ 
tee or lessee of 5 41.40.1(a). Whenever a 
nonpermittee or nonlcssee violates 
g4140.1<a> and has not made satisfac¬ 
tory settlement under g 4150.3. the au¬ 
thorized officer shall refer the matter to 
proper authorities for appropriate legal 
action by the United States against the 
violator. 

§ 4170.1—1 Failure* to u»r. 

Failing to make substantial grazing use 
as authorized for 2 consecutive fee years 
may result in the cancellation of the 
grazing preference only to the extent of 
failure to use (see 5 4140.1(b) >. 

§ 4170.1-2 (]onM > nalion untl pro ter I ion 
of re»ourre*. 

Violation of g 4140.1(1) may result in 
suspension, reduction, or revocation of a 
permit, lease, or grazing preference 
where: 

<a> Public land administered by the 
Bureau of Land Management is involved 
or affected: 

(b) Such violation is related to graz¬ 
ing use authorized by permit or lease: 
and 

«c» The permittee or lessee has been 
convicted of violating any such laws by a 
court. 

§ 1170.2 IVnal prmi*io»»*. 

Under section 2 of the Act and under 
section 303(a) of the Federal Land Policy 
and Management Act of 1976, any person 
who willfully violates the provisions of 
these Acts or of this part or of approved 
special rules and regulations may be 
brought before a designated United 
States magistrate and is punishable by a 
fine of not more than $1,000 or im¬ 
prisonment for no more than twelve 
months, or both. 


PART 4700—WILD FREE-ROAMING 

HORSE AND BURRO PROTECTION, 

MANAGEMENT. AND CONTROL 

2. Part 4700 is amended by changing 
references in gg 4720 3.47303. and 4730.4. 
These sections are revised to read as 
follows: 

g 1720.3 Trr%pn*« iiiiinmls 

Unauthorized horses or burros which 
have been claimed and have been deter¬ 
mined to be privately owned in accord¬ 
ance with the provisions of this section 
will be considered to have been in tres¬ 
pass and may not be released until a 
proper trespass charge has been deter¬ 
mined by the authorized officer in ac¬ 
cordance with the provisions of Subp&rt 
4150 of this subchapter. 

§ 1730.3 lluhilJl rr*t , rv*tio!> ami a flora. 

I i«m. 

The biological requirements of wild 
free-roaming horses and burros will be 
determined based upon appropriate 
studies or other available information. 
The needs for soil and watershed pro- 
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tcction, domestic livestock, maintenance 
of environment quality, wildlife, and 
other factors will be considered along 
with wild free-roaming horse and burro 
requirements. After determining the 
optimum number of such horses and bur¬ 
ros to be maintained on an area, the 
authorized officer shall reserve adequate 
forage and satisfy other biological re¬ 
quirements of such horses and burros 
and, when necessary, adjust or exclude 
domestic livestock use accordingly. 8ec 
** 4110.2-2 and 4110.3-2 of this sub¬ 
chapter. 


$ 4730.4 <Ju*urr to livwtwi grazing. 

The authorized officer may close public 
lands to use by all or a particular class 
of domestic livestock where it Is neces¬ 
sary to allocate all available forage to. 
or to satisfy other biological requirements 
of wild free-roaming horses or burros. 
Such closures may be made only after 
appropriate public notice and In accord¬ 
ance with the procedures for reduction 
or cancellation of grazing privileges pro¬ 
vided for under provisions In this sub¬ 
chapter. See S$ 4110.2-2 and 4110.3-2 of 
this subchapter. 


PART 9230—TRESPASS 


3. Part 9230 is amended by deleting 
IS 9239.3. 9239.3-1. and 92393-2 and re¬ 
designating "4 92393-3 Alaska/ as 
u 92393 Grazing, Alaska/’ as follows 


§§ 9239.3—9239.3—2 | IMcicd 1 

§ 9239.3 Grazing, Alaska. | Rnlr.ij;. 
nnlrd from § 9239.3-3 J 

Guy R. Martin. 
Assistant Secretary 
of the Interior 

July 6 , 1977. 
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DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Food and Drug Administration 
[ 21 CFR Part 343 ] 

(Docket No. 77N-00941 

OVER-THE-COUNTER DRUGS 

Establishment of a Monograph for OTC 
Internal Analgesic, Antipyretic and Anti¬ 
rheumatic Products 

AGENCY Food and Drug Administra¬ 
tion. 

ACTION: Proposed Rule. 

SUMMARY This U a proposal to estab¬ 
lish conditions under which over-the- 
counter <OTC* Internal analgesic, anti¬ 
pyretic and antlrheumatlc drugs are 
generally recognized as safe and effec¬ 
tive and not misbranded, based on the 
recommendations of the Advisory Re¬ 
view Panel on OTC Internal Analgesic 
and Antirheumatic Products. 

DATES Comments by October 6, 1977, 
and reply comments by November 7.1977. 

ADDRESSE8: Written comments to the 
Hearing Clerk < HFC-20>. Food and Drug 
Administration. Rm. 4-65. 5600 Fishers 
Lane. Rockville. MD 20857. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

William E. Gilbertson. Division ol 
OTC Drug Evaluation <HFD-510>. 
Food and Drug Administration. De¬ 
partment of Health, Education, and 
Welfare. 5600 Fishers Lane, Rockville. 
MD 20857 < 301-443-4960), 

SUPPLEMENTARY INFORMATION: 
Pursuant to Part 330 <21 CFR Part 3301, 
the Commissioner of Food and Drugs 
received on April 5, 1977. a report of 
the Advisory Review Panel on Over-The- 
Counter <OTC> Internal Analgesic and 
Antirheumatlc Products In accordance 
with ft 330.l0<a* <6> (21 CFR 330.i0<a> 
<6*>, the Commissioner U issuing <1> a 
proposed regulation containing the 
monograph recommended by the Pune! 
establishing conditions under ivhtch 
OTC internal analgesic, antipyretic and 
antirheumatic drugs are generally rec¬ 
ognized as safe and effective and not 
misbranded; (2> a statement of the con¬ 
ditions excluded from the monograph 
on the basis of a determination by the 
Panel that they would result in the drugs 
not being generally recognized as safe 
and effective or would result In mis¬ 
branding; <3» a statement of the con¬ 
ditions excluded from the monograph 
on the basis of a determination by the 
Panel that the available data are insuffi¬ 
cient to classify such conditions under 
either (1) or <2) above; and <41 the 
conclusions and recommendations of the 
Panel to the Commissioner. The sum¬ 
mary minutes of the Panel meetings are 
on public display In the office of the 
Hearings Clerk. Food and Drue Ad¬ 
ministration. Rm. 4 65. 5600 Fishers 
Lane. Rockville. MD 20857. 

In accordance with ft 330 !0<a><2> <31 
CFR 330 10<a><2>>. all data and Infor¬ 
mation concerning OTC internal anal¬ 
gesic. antipyretic and antirheumatic 
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drug products submitted for considera¬ 
tion by the Advisory Review Panel have 
been handled as confidential by the 
Panel nnd FDA. All such data and in¬ 
formation shall -be put on public display 
at the office of the Hearing Clerk, Food 
and Drug Administration, on or before 
August 8, 1977. except to the extent 
that the person submitting it demon¬ 
strates that it still folLs within the con¬ 
fidentiality provisions of 18 U.S.C. 1905 
or section 301 <j> of the Federal Food. 
Drug, and Cosmetic Act <21 U.8.C. 331 
<j>> Requests for confidentiality shall 
be submitted to FDA. Bureau of Drugs. 
Division of OTC Drug Products Evalua¬ 
tion <HFD-B10>? 5600 Fishers Lane. 
Rockville. MD 20857. 

Based upon the conclusioas and rec¬ 
ommendations of the Panel, the Com¬ 
missioner proposes, upon publication of 
the final regulation: 

< 11 That the conditions included in 
the monograph on the basts of the 
Panels determination that they arc 
generally recognized as safe and effective 
and are not misbranded (Category I) be 
effective 30 days after the date of pub¬ 
lication of the final monograph in the 
Federal Register. 

2. That the conditions excluded from 
the monograph on the basis of the 
Panel's determination that they would 
result in the drug not being generally 
recognized os safe and effective or would 
result In misbranding < Category ID be 
eliminated from OTC drug products 
effective 6 months after the date of pub¬ 
lication of the final monograph in the 
Federal Register, regardless whether 
further testing is undertaken to Justi¬ 
fy their future use. 

3. That the conditions excluded from 
the monograph on the basis of the 
Panel’s determination that the available 
data are insufficient (Category IID to 
classify such conditions either as Cate¬ 
gory I—generally recognized as safe and 
effective und not misbranded, or as Cate¬ 
gory II—not being generally recognized 
as safe and effective or would result in 
misbranding, be permitted to remain in 
use for not longer than 3 years (for the 
specific conditions specified In this docu¬ 
ment* after the date of publication of 
the final monograph in the Federal 
Register If die Food and Drug Adminis¬ 
tration < FDA > receives notification In ac¬ 
cordance with ft 330.10<aK13> <21 CFR 
330.10<a>< 13> ) that tests and studies 
adequate and appropriate to witUfv the 
questions raised with respect to the par¬ 
ticular condition by the Panel will be 
conducted The period of time within 
which studies must be completed will be 
carefullv reviewed by the Commissioner 
after receipt of comments on this 
document. 

The Commissioner recognizes that 
new additional dnta or information not 
previously available to the Panel regard¬ 
ing Category III conditions may become 
available prior to publication of the ten¬ 
tative final monograph in the Federal 
Register pursuant to ft 330 10<a> <7» of 
the OTC drug review regulations. The 
Commissioner concludes that It is In the 
best interest of all parties if additional 


time is provided for the submission of 
such data to the FDA. Therefore, the 
Commissioner shall accept new data or 
information regarding Category HI con¬ 
ditions until January D. 1978. 

Any changes justified by the new data 
and information will be included in the 
tentative final monograph. Full oppor¬ 
tunity for comment on both the changes 
and the new data and information will be 
provided by the opportunity to file objec¬ 
tions to the tentative final monograph 
pursuant to ft 330.10<a> <7> . 

The Commissioner has not yet fully 
evaluated the reix>rt. but has concluded 
that it should first be issued as a formal 
proposal to obtain full public comment 
before any decision is made on the rec¬ 
ommendations of the Panel. The purpose 
of issuing the unaltered conclusions und 
recommendations of the Panel is to 
stimulate discussion, evaluation, and 
comment on the full sweep of the Panel's 
deliberations. The report of the Panel 
represent/* the best scientific Judgment 
of the members. The report has been 
prepared independently of FDA and docs 
not necessarily reflect the agency por¬ 
tion on any particular matter contained 
therein 

The Commissioner recognizes that ma¬ 
jor changes will result in the current 
marketing practices of these products if 
the recommendations of the Panel arc 
fully implemented The Panel’s recom¬ 
mendations include many revisions in 
labeling, particularly limitations of in¬ 
dications for use. and additional warn¬ 
ings against unsafe use. In addition, re¬ 
vised dosage schedules are proposed with 
maiar changes in the labeling for pedi¬ 
atric use. 

In the final order for antacid prod¬ 
ucts published in the Federal Ricisti* 
of June 4. 1974 <39 FR 19862*. the ant¬ 
acid monograph provides that any safe 
and effective analgesic, as determined by 
the internal analgesic monograph, may 
be used in combination with an antacid 
for concurrent analgesic and antacid 
symptoms. The Commissioner deter¬ 
mined that the issue of the safety, ef¬ 
fectiveness. and appropriate labeling ^ 
the analgesic component of an antacid/ 
analgesic combination would be ad¬ 
dressed m the course of reviewing the 
recommendations of the Advisory Re¬ 
view Panel on OTC Internal Analgesic 
and Antirheumatlc Products. The Com¬ 
missioner is aware of the Panel s recom¬ 
mendation that «D combination* of 
nonsalicylate ingredients that meet the 
standard for Category’ I combination 
products may be combined with antacid 
Ingredients which meet the require¬ 
ments of 1331.10 of the OTC antacid 
monograph provided the product is Inb- 
elcd for the concurrent symptoms in¬ 
volved. e.g.. “For the temporary relief 
of occasional minor allies, pains and 
headache, and for the reduction of fever, 
and for acid indigestion” and *2* o'* 
pirin may be combined with antacid ac¬ 
tive ingredients identified in 4 331.11 of 
the OTC antacid monograph such thnl 
the finished product meets certain sj>c( 1- 
fications regarding neutralizing capa^v 
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end pH and the product is identified as 
highly buffered aspirin for solution with 
labeling only as an analgesic and/or 

antipyretic. 

At this time, the Commissioner seeks 
comment on these recommendations be¬ 
fore any Anal determination is made. Af¬ 
ter review of the comments and data 
submitted, the Commissioner will ad¬ 
dress tills issue in the publication of the 
internal analgesic, antipyretic and anti- 
rheumatic tentative final monograph. At 
that time the Commissioner will also ad¬ 
dress any related modifications that may 
be required in the antacid monograph 
• 21 CFR Part 331 >. 

The Commissioner notes that the 
Panel’s recommendation concerning the 
dosage of acetaminophen exceeds that 
m forth In | 310.201(a) 41) <21 CFR 310. 
20i • a) ( 1) > . The Commissioner's final 
Rfceptance of the Panel's recommenda¬ 
tion regarding acetaminophen, including 
iU dosage and labeling, would necessi¬ 
tate withdrawal of NDA’s for acetamino¬ 
phen drugs and revocation of §310.201 
<a>U>. 

The Commissioner invites full public 
comment on all of the Panel's recom¬ 
mendations. After careful review of all 
comments submitted in response to this 
proposal the Commissioner will issue a 
tentative final regulation in the Federal 
Rcoism to establish a monograph'for 
OTC internal analgesic, antipyretic and 
antirheumatic drug products. 

The Commissioner has reviewed the 
potential environmental impact of the 
recommendations and proposed mono¬ 
graph for OTC internal analgesic, anti¬ 
pyretic and antirheumatic products of 
the Advisory Review Punel on OTC In¬ 
ternal Analgesic and Antirheumatic 
Products and has concluded that the 
Panel's recommendations and proponed 
monograph will not significantly affect 
the quality of the human environment 
and that an environmental impact state¬ 
ment is not required. A copy of the envi¬ 
ronmental Impact assessment is on file 
with the office of the Hearing Clerk. 
Food and Drug Administration. Rm. 4- 
6* 5600 Fishers Lane. Rockville. MD 
20357. 

The conclusions and recommenda¬ 
tions in the report of the Advisory Re¬ 
view Panel on OTC Internal Analgesic. 
Antipyretic and Antirheumatic Products 

follow: 

In the Fedeku. Register of January 5. 
1972 <37 FR 85 >, the Commissioner of 
fr*od and Drugs announced a proposed 
review of the safety, effectiveness and 
labeling of nil OTC drugs by independ¬ 
ent advisory review panels. On May 8. 
1972, the Commissioner signed the final 
regulation* providing for the OTC drug 
review under 5 330 10 < formerly §130- 
301 1 published In the Federal Register 
of May 11,1972 <37 FR 9464». which were 
made effective immediately. Pursuant to 
the* regulations, the Commissioner is¬ 
sued in the Federal Register of July 21. 
1972 <37 FR 14633> a request for data 
and information on all internal analge¬ 
sic and antirheumatic active ingredients 
in drug products. 


The Commissioner appointed the fol¬ 
lowing Panel to review the data and In¬ 
formation submitted and to prepare a 
report on the safety, effectiveness, and 
labeling of OTC internal analgesic and 
antirheumatic ingredients pursuant to 
§ 330.10' a • < 1); 

Henry W. Elliott. MD, PhD. Chairman. 

August. 1976 

J. Weldon Bellvllle. M D, Chairman from 
August. 1976 

William H Barr, PH D. 

Julius M Coon. M !>.. Ph D. 

Ninfa I. Redmond. Ph. D., resigned January. 
1977 

Naomi F. Rothflcld, M.D. 

George Sharpe. M.D. 

The Panel was first convened on Oc¬ 
tober 24, 1973 In an organizational meet¬ 
ing. Working meetings were held on No¬ 
vember 21 and 22. 1972; January 22 and 
23. February 26 and 27, April 12 and 13. 
June 11 and 12, July 30 and 31, Septem¬ 
ber 25 and 26. October 22 and 23. No¬ 
vember 19 and 20. and December 17 and 
18, 1973; March 11 and 12. April 10 and 
11. May 8 and 9. July 8. 9 and 10. Sep¬ 
tember 25 and 26, November 11 and 12. 
and December 9 and 10, 1974: March 17. 
18 and 19. June 25. 26 and 27, August 14 
and 15. October 6 and 7, and November 
18 and 19. 1975; April 8 and 9. May 20 
and 21, August 21. 22 and 23. October 15 
(telephone conference> and November 
22, 23. and 24. 1976. 

Two nonvoting liaison representatives 
served on the Panel. Ms. Kathryn Ellers 
Van Flue, nominated by the Consumer 
Federation of America, served as the 
consumer liaison and Joseph M. Pisani, 
MD., nominated by the Proprietary As¬ 
sociation. served as the industry liaison. 

The following FDA employees served: 
Brigltta Dassler. M D„ served as Execu¬ 
tive Secretary until August 1975 fol¬ 
lowed by Lee Geismar who also served as 
Panel Administrator. Lee Quon, R.Ph., 
served as Drug Information Analyst un¬ 
til August 1973, followed by Thomas H. 
Gingrich. R.Ph.. until May 1975. followed 
by Timothy T. Clark. R.Ph. until June 
1976. followed by Victor H. Landmark. 
PharmD. 

The following individuals were given 
an opportunity to appear before the 
Pauel to express their views: 

Clealand Baker 

Dorothy L Carter-Staples. MD 
Robert B. Choate 
John M. Clayton. PhD 
Allan R. Cooke. M D. 

Alan K Done. M.D 
Con*tanUne J. Falllrrs, M D 
Edward E FUchei. M D 
Oeorge S Oo!<l*tein. M D 
Arthur Oroliman. M D. 

Robert John. M D, 

Daniel R John ion. Esq. 

Charles Jolly. E»q. 

Edward H. Kaos. M D. 

David Kate, M D 

Priscilla Kincmd-Smlth. MD, (Austral la I 
Jan KtiCk-Weacr, M D 
Irving Kuahner. M D. 

Ben Marr Lanman. M D. 

Louis Lavagna, MD 

Jack R Leonards M D , Ph D. 

Robert Levine, M D. 

Dietrich Loikc. MD. (Germany) 


William MAdlson. Ph D. 

Arnold D. Marcus. M D 
P Gilbert McMahon. M D. 

Bernard L. Mirkin, M D 
Fred Mueller 

Ranjlt S. Nanra. M D (Australia) 

William M O'Brien. M D. 

Peter D Orahovate. M D. 

W. K Poole. M D, 

Laurie Prescott. MD (Scotland) 

Adrien L. Rlnguette, Esq. 

Mervyn A. Sahud. M D 
George Schreiner. MD. 

Cecil Slome. M D, C H B , DP.H 
J. Edward Smiley, M.D. 

Hale Sweeney. Ph D. 

Garrett W 8wen»on. E*q.. R.Ph. 

Monroe E. Trout, M D. 

Walter Tucker, Jr.. PhD. 

Ralph Vinegar, Ph D. 

Ralph O Wallersteln. M.D. 

T. E Watson 
Richard M Welch. Ph D. 

Harvey Wclw, M.D. 

Sidney Wolfe, M.D 
Sumner J. YoJTe. MD. 

The following individuals were given 
an opportunity to present their views at 
the Panel’s request: 

John Baum. M D. 

William T. Beaver, M D 
Gordon Benson. MD 
Owen M Edward*. MD. 

Henry M Oault. M D. 

Thomas Haley. M.D. 

Raymond Houde. M D 
L W Hover. MD. 

Harold Miclke. M.D. 

Ronald F. Miller. M D. 

8.1. Rapa port, M D 
Jane Sc halier. M D 

No other person requested an oppor¬ 
tunity to appear before the Panel. No 
person who so requested was denied an 
opportunity to appear before the Panel. 

The Panel has thoroughly reviewed 
the literature, and the various data sub¬ 
missions. has listened to additional 
testimony from interested parties and 
has considered all pertinent data and 
information submitted through Novem¬ 
ber 22. 1976 hi arriving at its conclusions 
and recommendations. Because the 
charge to the Panel required the review 
of three classes of OTC drugs. Le„ 
analgesics, antipyretics and antlrhcuma- 
tics. the Panel has presented its con¬ 
clusions and recommendations in three 
separate parts. 'See part III. below— 
ANALGESIC AGENTS, part IV. below— 
ANTIPYRETIC AGENTS, and part V. 
below—ANTIRHEUMATIC AGENTS.) 
Each part covers the submission of data 
and Information discussed below. (See 
part I. below—SUBMISSION OF DATA 
AND INFORMATION. > 

In accordance with the OTC drug re¬ 
view regulations (21 CFR 330.10), the 
Panel’s findings with respect to these 
classes of drugs are set out in three 
categories: 

Cutegory I. Conditions under which 
Internal analgesic, antipyretic and anti¬ 
rheumatic products are generally 
recognized as safe and effective and are 
not misbranded. 

Category II. Conditions under which 
internal analgesic, antipyretic and anti- 
rheumatic products, are not generally 
recognized as safe and effective or are 
misbranded. 
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Category in. Conditions for which the 
available data arc Insufficient to permit 
final classification at this time. 

The Panel recommends the following 
for each class of drugs; 

1. That the conditions included in the 
monograph on the basis of the Panel s 
determination that they are generally 
recognized as sale and effective and ore 
not misbranded iCategory I) be effec¬ 
tive 30 days after the date of publication 
of the final monograph in the Federal 
Register. 

2. That the conditions excluded from 
the monograph on the basis of the Panel s 
determination that they would result 
in the drug not being generally recog¬ 
nized as safe and effective or would 
result in misbranding 'Category II) be 
eliminated from OTC drug products 
effective 6 hiontlis after the date of pub¬ 
lication of the final monograph in the 


Federal Register, regardless of whether 
further testing is undertaken to justify 
their future use. 

3. That the conditions excluded from 
the monograph on the basis of the 
Panels determination that the available 
data are Insufficient to classify such con¬ 
ditions either as Category I—generally 
recognized as safe and effective and not 
misbranded or as Category II—not being 
generally recognized as safe and effective 
or would result in misbranding ‘Category 
III i be permitted to remain in use for 3 
years after the date of publication of the 
final monograph in the Federal Register. 
if the manufacturer or distributor of any 
such drug utilizing such conditions in the 
Interim conducts tests and studies ade¬ 
quate and appropriate to answer the 
questions .raised by the Panel with 
respect to the particular condition. 


I. Submission of Data and Information 

Pursuant to the notice published in the Federal Register of July 21. 1972 <37 FR 
14633) requesting the submission ol data and Information on OTC internal 
analgesic and antirheumaUc drugs, the following Arms made submissions relating 
to the indicated products: 

A Submissions by Firms 

Firm: Marketed products 


Abbott Laboratories. North Chicago. IU 60064.... 
Berr>* Ac Withington Co. Cambridge. Mass 03140.. 

Block Drug Co . Inc . Jersey City. N J 07302. 

Boerleke A: Talel. Philadelphia Pa. 19107. 

Bristol-Myers Co . New York. N Y. 10022__ 


Cooper Laboratories, Inc. Wayne. NJ 07470...... 

Curtia Drug Co.. Decatur. III. 6252J.. 

Domy Laboratories. Lincoln. Nebr 68501........ 


The Dow Chemical Co.. Research Center. ZionsvUle. 
Ind. 46077. 

Eli Lilly and Co.. Indiana polls. Ind 46206.. 

Endo Laboratories. Inc, Garden City, NY. 11530.. 
Eneglotarla Medicine Co of Puerto Rico, Santurce, 
P R, 00907, 

L- W. Estes Co . Inc , Washington. D C 20010.. 

Fountain Laboratories. Inc.. Fountain Inn. S.C. 
29644. 

R-L. Gaddy, Pharmacist. Tallahassee. Fia 32302... 
Goody's Manufacturing Corp. Winston-Salem. N.C. 
27102 

Edgar Larsen. Lafayette. Calif 94549_ 

Lewis Manufacturing Co. Pterpont. Ohio 44082... 

McNeti Laboratories. Inc., Fort Washington. Pa 
19034 

Mead Johnson Labs. Evansville. Ind 47721. 

Miles Laboratories. Inc., Elkhart. Ind 465 U. 

Norwich Pharmaca! Co.. Norwich. NY 13815. 

Plough. Inc., Memphis. Tenn 38101.. 

Purdue Frederick Co. Yonkers, NY 1070].._ 

Republic Drug Co. Inc., Buffalo. N Y 14207. 


Rllox Co , New Orleans, La 70122__... 

A H Robins Co , Richmond. Va 23220___ 

William H. Rorer. Inc.. Fort Washington, Pa 
19034 


Childrens Chewablc Aluminum 
Aspirin. 

Aspirin. Aspirin Compound No. 2. 
Buffered Aspirin. Sodium Salicy¬ 
late. 

BC Powder. BC Tablet. 

B Ac R Tablet No 171-A. Boerleke A: 

Runyon Tablets No 200. 

Arthritis Strength Buffertn, Bur- 
ferln. Dissolve Excedrin. Kxcedrln 
PM , Neolin 
PemUtln. • 

Curtis A-R Pain Relief. 

Calurin. Cams Inlay Tablets. Chexit. 
Pablrtn, Trtamintcin. Timagesic 
Tablets Suspension. Unuuus In¬ 
lay Tablets 
Phcnsal, Tcnlap 

Aspirin Suppositories 
Percogeslc. Dlioce. 

Pediasctrln 

Estea Nvi-Hal 
Pano. 

EZ-IT APC 

Goody’s Headache Powders 
Hoover Powders 

Dr. Lewis' Preparation for Rheuma¬ 
tism. 

Tylenol Chewable Tablets. Tylenol 
Drops, Tylenol Elixir. Tylenol 
Tablets 

Tempra Drops. Tempra Syrup. Tem- 
pra Tablets. 

Alka-Seltzer. 

Norwich Aspirin, Nebs Elixir, Nebs 
Tablets. 

Aapcrgum. 8t. Joseph Aspirin. St. 

Joseph Aspirin for Children. 
Arthropan Liquid. 

A.P.C. with Codeine, A P.C.. Aspirin, 
Buffered Aspirin. Tapanoi. Super¬ 
in. 

Baltar'a Medicine. 

Arthralgen. Pabalate 
Ascnptln. 
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Santlox Pharmaceuticals. Ea^t Hanover, N.J. 
07936 

Smith. Kiln* & French Laboratories. Philadelphia. 
Pa. 19101. 

E ft Squibb & Son*. Inc. New Brunswick. N J. 

oaooj 

Sterling Drug. Inc . New York. N Y. 10016_ 


Templetons. Inc.. Buffalo. N Y 14223.. 

Upjohn Co.. Kalamazoo. Mich. 49001... 

USV Pharmaceutical Corp. Tucknhoe. N Y. 10707.. 
Warner-Chtlcott Laboratories. Morris Plains. N.J. 
07950. 

Warner Lambert Co . Morris Plains NJ. 07950- 

Warren-Teed Pharmaceutical. Inc.. Columbus. 
Ohio 43215. 

T E Watson Co. Sarasota. Pia. 33578-. 

Whitehall Laboratories. Inc., New York. NY. 
10017. 


Flogtalc 

Ecotrin 

Aspsnn. Tngesic, Valado) Chewable 
Tablets. Valadol Liquid. Valadol 
Tablets. 

Barer Aspirin, Bayer Children's 
Aspirin. Bavcr Timed-Release 
Aspirin, Cafenol. Caffasp'.rlna, 
Cope, CoTtal, Fizrln. Mcasurln. 
Mejoral, Mldol. Vanquish. 

Templetons T-R-Cs. 

Acctonyl, Aspirin. P-A-C Com¬ 
pound. Salleionyl. 

Comeback. Femlcin, Liqulprm 

Sinutab. Sinutab II 

Brrmo Seltzer 

Megan 

FfclsoL 

Anacin, Arthritic Pain Formula, 
Duplexln. Saloxlum. 


In addition, the following firms made related submissions: 

Firm* Submission 

Monsanto Industrial Chemicals Co St Louis. Mo. A5pmn. Phenacetln. 8aUcylamide 
63106 


B LABELED INGREDIENTS CONTAINED IN MARKETED PRODUCTS SUBMITTED TO THE PANEL 


Acetaminophen iN-acetyl p-aminophenol; 

paracetamol) 

Acelanllid 

Aluminum aspirin 

Aminoacetic acid (glycine. glyoocoll) 

Ami no benzoic acid tpara-aminobenzolc acid 
i PABA») 

Antipyrlue 

Ascorbic acid < vitamin C) 

Aspirin <acetyUallcylic aeldi 

Hryonln 

Caffeine 

Calcium carbo<pirin 
Calcium carbonate 

Calcium phosphate dibasic (monocalcium 
phosphate) 

Calomel 
Cascara sagrada 
Choline salicylate 
Climamedrlne hydrochloride 
Titrated caffeine 
Citric acid 
Codeine phosphate 
Dextromethorphan hydrobromide 
Dihydroxvaluminum amlnoacetate (alumi¬ 
num glyclnnte) 

Dihydroxv aluminum sodium carbonate 

Dried aluminium hydroxide gel 

Hi ma tropin* methyl bromide 

lndopyrme 

Iris versicolor 

Macro tin 

Magnesium carbonate 
MaKfieslum hydroxide 
Marneaium salicylate 
Methapyrilene fumarate 
Nux vomica 

Phenacetln racetophenetidlni 
Phenlramlne maleste 
Phenyltoioxamine di hydrogen citrate 
Phenylpropanolamine hydrochloride 
Pota*M\im bromide 
Poia^aium iodide 
Pyrltamine maJeate 
Quinine 

Riboflavin i vitamin B i 
Saiicylamlde 


Salsalate (SallcyisalleyHc acid) 

Sodium bicarbonate 
Sodium carbonate 
Sodium para nminobenzoate 
Sodium salicylate 
Terpiu hydrate 

Thiamine hydrochloride (vitamin B : > 

C CLASSIFICATION OF INGREDIENTS 

1. Active ingredients. The Panel has 
classified the following as analgesic, anti¬ 
pyretic. and antirheumati? agents: 
Acetaminophen 
Acctanllid 
Aluminum aspirin 
Antipyrine 
Aspirin 

Calcium carbaxpirin 
Choline sallcylAte 
Codeine phosphate 
lodopynne 

Magnesium salicylate 
Phenacetln 
Quinine 
Saiicylamlde 

SaKaiate (salicylsalicylic acid) 

Sodium salicylate 

These active ingredient* may be fur¬ 
ther identified chemically into two 
I* roups. One group represents the "sali¬ 
cylates’* <SA 1 in which all of the ingredi¬ 
ents are chemically related to salicylic 
acid. The other group represent* the 
• nonsalicylates’* <NSA> in which the in¬ 
gredients arc not chemically related to 
salicylic acid. The most commonly used 
salicylate t* aspirin or acety(salicylic 
acid * ASA Throughout this document 
the Panel has used the term aspirin 
which Is the official adopted name for 
acetylsalicylic acid (ASA >. 

The Pane! has included the following 
table in which the active ingredients have 
been categorized: 


FEDERAL REGISTER. VOL 42. NO 131—FRIDAY. JUtV 8 1977 






35350 PROPOSED RULES 

Categorization of active Ingredient • considered by the panel for safety and effectiveness 
at analgetic*. untipyrrtU* or antirhruwntlct 


Activu 


AnahreWc AniipyrHir Antirheurnatic • 


At*rtaitifria|>fa i n (N b A >».. 

AeetsidUd <N6A>.. 

Aluiuumrti aspirin (ftA) 

Anllp>Tftv (NS A) 

Aspirin ISA) 

CaU-tmti rsrtaSfitrn <6A> 

C'Hinr »«J>r ylate ( 8 A)... 

f*0*1rllkV (NHA)......- 

Mo|»jrrt:i# (NO A)....... 

fcl*fCm»juutfi talleylste (SA) . >..... 4 . 

Pbfjiacnin (NsA).«... 

Q'ijnixw (NBA) .... 

Raltcytanide (NBA).. 

SniMiuu (6A) .... 

Sodium ttlfeytate (9A)..— 


Ill (6. B) 

'w 

1 

II cs> 

II <81 

III (S, K) 
III (K) 

1 


It <61 

m (B) 

lit (8. K> 


1 !& W 

I 

11(8) 

If t*> 

III (9. E) 
III <K) 


II (E) 


iii'ib 

1 t*. 


V* 


III 
I 

I 

I! (8. B) 

II (8) 

I! (8. » 

II (9, B) 
U (E) 

III (It) 

I 


• Aimrtrntmatk* active lromMikoU wrr limited to professional labelu*. 
«The t*nn •‘WRAP refer* to a noraelieyUle active tnffedkmt. 

» The term “<$r refer* to MdKy comiderstionr 

• Tbr term “<AA>" rrfeo to a salicylate active lopredimt 
» TImj irrm “(E)" Mm to effect! reows ootvUderaiinns 


The Panel reviewed amlnobenzolc acid, 
caffeine and phenyltoloxamlnc land 
other antihistamines submitted) as 
possible analgesic, antipyretic and/or 
antirheumatic active Ingredients and 
concludes that they cannot be properly 


included in these classes of internal 
analgesic ingredients. However, the Panel 
concludes that they may be considered 
adjuvants, categorized in the table as 
follows: 


Categorization of ingredient» cr/ntidcrrd by the panrt for safety and effreiirme*• at 
analgetic, antipyretic or nntirhetnuatir adjuvant* 


A>tjuv«nt 


Aualtfroir AnUpyrrtlc Antirhruuiaiic 


AnUnobeusotr odd... . . 

Sodium parn-smiurhentuair ... . 

Caffeine.. .. 

fumamt*--—.. 

Pbrttlfarnlrm mafeat*. 

Pfeeuynototamln*. 

htilunttv i&aIuu. ..— 

gaJtcrUndd*..-r******--—.. 


II (6. K) 

ii (9. r> 

11 (6. Kt 

II tS. K) 

III (Kl 

w 

II (*. K) 

III tK> 

III iF.> 

III (K> 

hi (r.j 

III <R) 

III (E) 

III (El 


ITI (K) 

III <K> 

III (El 

HI <E) 

II! (E> 

III (2*. n 

ui (a. m 

III (*. B) 


2. Adjuvant agents. The Panel has 
discussed adjuvants and their classifica¬ 
tion elsewhere In this document. (See 
part VI. below—ADJUVANTS AND 
CORRECTIVE AGENTS.) The agents 
identified below are included as active 
ingredients because they were submitted 
as such pursuant to the notice published 
In the Federal Register of July 21. 1972 
<37 FR 14633 > and the Panel considered 
Uiat these agents (adjuvants! when 
combined with active ingredients could 
affect the activity or safety of the active 
componentsi of the submitted prepara¬ 
tion (ft) : 

<&) Corrective i antacid or buffering > id- 
ftnanf agent*. 

Aminofcofftlc acid < glycine, glycoooih 
Calcium carbonate 

Calcium phosphate dibasic (monocalcium 
phosphate) 

Citric acid 

Dihydroxy aluminum amlnoaceUte (alumi¬ 
num glyclnate) 

Dlhydroxyalumlnum sodium carbonate 
Dried aluminum hydroxide gel 
Magnesium carbonate 
Magneaium hydroxide 
Sodium bicarbonate 
Sodium carbonate 

<b) Direct acting adjuvant agentt 
\ 1 \ Caffeine •containing ingredients 

Caffeine Cttrated caffeine 

(2) Antthufamine-containing ingredients 

Mcthapynlenc fumarate 
P heruramine maleate 


Phen y I toloxmnlne 
Pyrllamlne maleate 

(c) Indirect acting adjuvant agents 
(1 1 Benzotc acid-containing ingredient *. 

Amlnobenzolc acid (para-amlnobenzoic acid 
(PABAil 

Sodium pAra-amlnobcnzoate 
(2) Salicylamide 

3. Ingredients deferred to other OTC 
advisory review panels or other experts. 
Agents deferred to other OTC panels are 
considered by this Panel not to have 
analgesic activity and it is not known 
whether they affect the safety or effec¬ 
tiveness of the analgesics listed above 
(See part I. paragraph C.L above—Active 
Ingredients.) 

a. Tlie following agents were deferred 
for review to the Advisory Review Panel 
on OTC cold, cough, allergy, brouchodi- 
lator and antlasthmatic drug products: 

Ascorbic add (vitamin Cl 
Dextromethorphan nydrobromldc 
Kumatropine methyl bromide 
MethapyrUeue fumarate (far use* other than 
as an analgesic Adjuvant) 

Phcniramlne maleste (for use* other than 
as an analgesic adjuvant) 
Phenylpropanolamine hydrochloride 
Potassium iodide 

Pyrllamlne maleate (for uaes other than as 
an analgesic adjuvant) 

Terpln hydrate 

b The following agents were deferred 
for review to the Advisory* Review Panel 
on*OTC sedative, tranquilizer, sleep-old 
and stimulant drug products: 


Mrthapyniene fumarate (for uses other than 
as an analgesic adjuvant) 

Pheniramlne maleate (for uses other than as 
an analgesic adjuvant) 

PhenyUoioxamlne (for uses other than ai 
an analgesic adjuvant) 

Potassium bromide 

Pyrllamlne maleate (for uses other than as 
an analgesic adjuvant) 

Nux vomica 

c. The following agents were deferred 
for review to the Advisory Review Panel 
on OTC laxative, antidtarrheal, anti- 
emetic and emetic drug products- 

Calomel 
Caacara sagrada 

" d. The following agents were deferred 
for review to the Advisory Review Panel 
on OTC vitamin, mineral and liematlmc 
drug products: 

Ascorbic acid 
HI bo flavin 

Thiamin hydrochloride 

c. The following agent was deferred 
for review to the Advisory Review Panel 
on OTC internal miscellaneous drug 
products: 

Clnnamedrlno hydrochloride 

f. The following agents were deferred 
and recommended for review to experts 
on homeopathy: 

Bryonln Macrotin 

Iris Versicolor Nux vomica 

0. REFERENCED OTC VOLUME SUBMISSION^ 

All M OTC Volumes” cited throughout 
tills document refer to the submissions 
made by interested persons pursuant to 
the call for data notice published in the 
Federal Register of July 21. 1972 (37 FR 
14633). The volumes shall be put on pub¬ 
lic display on or before August 8. 1977 
in the office of the Hearing Clerk. Food 
and Drug Administration, Room 4-65 
5600 Fishers Lane. RockvUle. MD 20867 

II. General Statements ano 
Recommendations 

A. INTRODUCTION 

1. Pain. Pain is the most common 
symptom for which man seeks relic! 
While it is best to determine the cause of 
the pain and treat the underlying discos 
process, mild to moderate pain that is 
self-limited may often be treated symp¬ 
tomatically by self-medication. If pain 
persists more than 10 days or is severe, 
medical advice should be sought. 

Many definitions of pain have been 
formulated. There is no doubt that 
everyone has experienced it. Beechci 
i Ref. 1). a recognized authority, has de¬ 
fined the symptom as follows: 

Unfortunately pain U a universal txperr 
ence ol mankind and everybody know*. what 
H meant by It; so this discussion will concern 
itself only briefly* with past unuatlaf*cb>r> 
attempts to define pain Pain is. It must 
admitted, uncommonly difficult to defier 
But attempts at deOnttlon are useful la Uuu 
they throw light on the process and ou tbc 
nature of the difficulties encountered. 

Pain 1* a subjective matter clearly “knoan 
to us by experience and described by Uluv 
lration" JRef. 600) There teems Uttie point 
for the present purposes to labor a deflm* 
Uon of what all understand Lexicography 
philosophers, and sclenilata have none of 
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t).*m succeeded In defining p»»n Having said 
ihai it is the opposite of pleasure, or that 
it l* different from other rensations <touch 
pressure, heat, cold) or how it la mediated 
’trough separate nerve structures), or what 
the Kinds of it are (bright, dull, aching, 
p Xing, cutting, burning) or what kinds of 
i; mg* will produce It (trauma to nerve end¬ 
ing or to nerves, electric shock*, intense 
stimulation of the sensations of touch, pm* 
• nre. heat. cold), or what it comes from (In- 
jury, bodily derangements, or disease), or 
that certain types of mild stimulation can 
probably be stepped up to a painful level 
through conditioning or what some reaction 
pn* tern* to It are (escape or avoidance). none 
e? these Individual statement*, nor Indeed 
their sum total, provides a definition of pain. 

The Panel concludes that OTC anal¬ 
gesics are both safe and effective for 
use in the treatment of the symptoms 
of occasional minor aches and pains. 
Minor pain, for the purpose of self-medi¬ 
cation. may be defined as pain that Is 
self-limited and which requires no spe¬ 
cial treatment or prior diagnosis by a 
physician. The pain is usually described 
as of mild to moderate Intensity as op¬ 
posed to sharp, severe and/or protracted 
pain. Even though no medical treatment 
is required for minor aches and pains. 
liiiAlgesics may be desirable to reduce 
Uiclr intensity and provide relief and 
comfort to the sufferer. Individuals who 
must work or maintain normal daily ac¬ 
tivities. or those seeking comfort at 
borne, may find these agents particularly 
useful. The role of these agents In the 
treatment of headache is discussed be¬ 
low i Sec part II. para graph A.7. below— 
Headache <cephalalgia).) 

The Panel concludes that the most ap¬ 
propriate indications for pain for all OTC 
analgesic agents should state. “For the 
temporary relief of occasional minor 
aches, pains and headache". 

The Panel has Included the term "oc- 
nLsionoT because recurrent or chronic 
pain, even of minor intensity may require 
a physician’s diagnosis of Its cause. For 
example, frequent headaches. Joint pain 
which flares up periodically or lower 
back pain which undergoes exacerba¬ 
tions and remissions may indicate patho¬ 
logic’ conditions and should not be treated 
with OTC analgesics except under the 
Advice and supervision of a physician. 
Beardless of the type of pain, these 
agents should not be used in adults for 
more than 10 days If symptoms persist 
beyond this period, become more severe, 
or new ones occur, a physician should be 
consulted The Panel has concluded else¬ 
where in this document that the dura¬ 
tion of use of all analgesic products 
ihould be limited to 5 days for children 
under 12 years of age rather than 10 davs 
ay recommended for adults. (See part II 
paragraph F.3. below'—Statement on 
children’s dosage.) The Panel concludes 
Uutt the most appropriate warning for 
all OTC analgesic agents should state 
tor adults. “Do not take this product for 
more than 10 days. If sy mptoms persist, 
or new ones occur, consult your physi¬ 
cian", and for children under 12 years. 
Do not take this product for more than 
5 days, if symptoms persist, or new ones 
0Ccur * consult your physician". 


2. Mechanism of action of an analgesic 
agent. The Panel has defined an OTC an¬ 
algesic drug as an agent useful to allevi¬ 
ate the symptoms of mild to moderate 
pain. 

The analgesics alleviate pain prin¬ 
cipally by a peripheral effect ‘blockade 
of pain impulse generation) rather than 
by a central effect. The best evidence for 
this is based on the studies of Urn. who 
in 1967, induced experimental pain in 
animals and human volunteers and 
show r cd that the actions of aspirin and 
acetaminophen were predominantly on 
the peripheral nervous system rather 
than on the brain (Ref. 2). 

In addition, there is evidence that a 
portion of the pain relief provided by an¬ 
algesics that also have anti-inflamma¬ 
tory activity Is due to a peripheral effect 
of decreasing the inflammation which 
removes one source of stimulation of pain 
receptors (Ref. 3>. The basic mecha¬ 
nisms of action of the analgesics are 
further discussed in the analgesic sec¬ 
tion below, i See part in. below—ANAL¬ 
GESIC AGENTS.) 

3. Fever. The ordinary individual lias 
a normal body temperature of 98 6* F 
(37* C> Although most individuals have 
a 0.5* C variation during a 24-hour pe¬ 
riod or over several day s, this is Mill con¬ 
sidered by the Panel within the normal 
range. Fever is defined as a body temper¬ 
ature above the normal of 98.6‘ F <37" C> 
(Ref. 4) and is a common sign that muy 
or may not be accompanied by pain. 
Many of the analgesics are also effective 
antipyretics (fever reducers) and may 
be safely used for self-medication when 
fever is due to the common cold or flu 
However, fever also may indicate a seri¬ 
ous illness and good medical practice 
dictates its cause, when not known, be 
determined immediately especially if It 
is marked, over 103^ F <39.5 C) persists 
for more than 72 hours, or recurs. The 
Panel recommends that labeling of anti¬ 
pyretic products include the warning: 
"If fever persists for more than 3 days 

• 72 hours). or recurs, consult your physi¬ 
cian". 

Tlte Panel notes one author who states 
that the use of antipyretics has been 
abandoned, as fever Is recognized as only 
a symptom which sometimes is beneficial 

• Ref. 5». Another author indicates that 
currently antipyretics are seldom used 
for the purpose implied by their name 
because efforts previously devoted to re¬ 
ducing fever are now turned more profit¬ 
ably to removing its cause *Ref 6*. The 
Panel concurs with the authors* views 
that modern use of antipyretics is limited 
to relief of fever, which is symptomatic 
of an underlying illness. The fact that 
fever is most often a symptom of disease 
rather than a disease itself is in stark 
contrast to broadly held medical views of 
50 or more years ago when reduction of 
fever was the end. not the means In fact, 
it was often the only way in which the 
physician could distinguish among the 
myriad of untreatable diseases confront¬ 
ing him. With the introduction of anti¬ 
biotics. antipyretics are not as important 
as they once were <Ref. 6). Today, in 
wme Instances, fever or its abduce can 


be used as a sign to aid in treatment and 
diagnosis. Once the cause of the fever is 
ascertained, that cause is treated, and 
treatment of fever, per se. becomes sec¬ 
ondary to removal of the underlying 
cause. 

Nevertheless, the Panel believes the 
availability of OTC antipyretics fulfills a 
need of a significant target population. 

T7ie Panel concludes that an accept¬ 
able labeling claim for an OTC antipy¬ 
retic Is, "For the reduction of fever". 

4. Mechanism of action of an cnifi- 
pvrctic agent . The Panel has defined an 
OTC antipyretic drug as "an agent used 
to reduce fever" and antipyrests as 
"symptomatic treatment of fever rather 
than of the underlying disease." 

The salicylates and other antipyretics, 
e g., acetaminophen, lower the tempera¬ 
ture in patients with fever but have no 
effect on the body temperature when it 
Is normal The hypothalmic nuclei in the 
brain stem play a primary role in the 
regulation of body temperature. In fever, 
the balance between heat production and 
heat loss Is still regulated by the hypo¬ 
thalamus but the latter sets the body 
temperature at a higher than normal 
level The antipyretics are said to act to 
"reset" the "thermostat" (hypothala¬ 
mus) so that the body temperature will 
decrease toward normal 98.6' F (37" C>. 
Heat production Is not changed but heat 
loss Is Increased by increased peripheral 
blood flow and sweating The perspira¬ 
tion Is not due to a direct effect of the 
antipyretics on peripheral blood flow* or 
the sweating mechanism but rather to a 
central action on the hypothalamus. 

Elevation in body temperature can oc¬ 
cur following Infection and Inflamma¬ 
tion. The causative agents of fever are 
referred to as pyrogens. Pyrogens may 
be differentiated Into two basic categor¬ 
ies: Those pyrogenic substances which 
are external to the body such as those 
produced by infectious agents and re¬ 
ferred to as exogenous pyrogens and 
those pyrogenic substances which are 
produced by the body referred to as 
endogenous pyrogens. In a recent ar¬ 
ticle by Milton (Ref. 7), a modem 
view on the pathogenesis of fever and 
the mode of action of antipyretic 
drugs is discussed. He notes that it 
Is now generally accepted that the 
cells capable of producing endogenous 
pyrogens arc activated either by ex¬ 
ogenous pyrogens or by endogenous fac¬ 
tors. Tlie.se endogenous factors include 
inflammation, tissue damage, etc. which 
release endogenous pyrogens and it is 
tills circulating material which is the 
common mediator of fever. Endogenous 
pyrogen U found to be a protein with a 
molecular weight of approximately 
10 000 to 20.000. 

These pyrogens which mediate fever 
induce changes in the central nervous 
system presumably in the region of the 
anterior hypothalamus to decrease heat 
loss and Increase heat production result¬ 
ing in the increase In deep body temper¬ 
ature. Milton notes that there is consid¬ 
erable evidence that both exogenous and 
endogenous pyrogens, when injected di- 


FEDEJtAl REGISTER, VOl. 42, NO 131—FRIDAY JULY I. 1977 



.15352 


PROPOSED RULES 


rectly Into the central nervous system, 
produced fever in a majority of the ani¬ 
mal species studied, and that the fevers 
produced are similar to those resulting 
from peripheral administration of these 
pyrogens. However, he points out that 
there is a lack of evidence to demonstrate 
that pyrogens can enter the central ner¬ 
vous system from the perlpliery. 

The role of pyrogens and their effect 
on the anterior hypothalamus to produce 
a rise in deep body temperature and the 
mechanism by which antipyretic drugs 
reduce fever may be related to the role 
of the prostaglandins. Prostaglandins are 
naturally occurring substances found in 
the body and consist basically of the 
fatty acid, prostanolc acid. These agents 
are known to be released from various 
tissues following nervous or chemical 
stimulation and to have numerous phar¬ 
macologic effects. Milton notes that the 
first evidence that prostaglandins might 
be involved in the pathogenesis of fever 
was reported in 1970 when a specific 
prostaglandin Identified as E, <PGE,» in¬ 
jected directly into the third cerebral 
ventricle of a cat's brain, resulted in a 
rapid rise in deep body temperature. In 
1971 other workers (Ref. 6) confirmed 
these hyperthermic effects of PGE, not 
only in the cat but also in the rabbit and 
rat. More Importantly, these studies 
showed that the hyperthermia produced 
was sustained only as long as the infu¬ 
sion lasted and the site of action was 
found to be in the preoptic area of the 
anterior hypothalamus. 

Furthermore. Milton (Ref. 7> describes 
studies in which cerebrospinal fluid from 
the third ventricle of the brain of the cat 
was assayed for contractile activity 
which in turn could be related to prosta¬ 
glandin activity. It wag found that in the 
absence of fever, contractile activity was 
very low or absent in contrast to the con¬ 
siderably greater activity In the presence 
of fever, produced by injecting pyrogen 
directly Into the third ventricle Follow¬ 
ing the administration of the antipyretic 
drug acetaminophen, the fever abated 
and the contractile activity of the cere¬ 
brospinal fluid was again low. In subse¬ 
quent studies In the cat. in which a 
microorganism was used to produce 
fever. It was found that the prosta¬ 
glandin-like activity of the cerebrospinal 
fluid increased in all cases during the 
febrile response and that following the 
admin ins t rat ion of three antipyretic 
drugs, i c.. aspirin, acetaminophen and 
indomcthacln. fever was abolished in all 
cases and at the same time the prosta¬ 
glandin content of the cerebrospinal 
fluid decreased. 

Milton found that acetaminophen, but 
not salicylates, generally, may produce a 
fall in deep body temperature when ad¬ 
ministered to both man and animals In 
the absence of fever, particularly when 
given in large doses. In addition, in the 
presence of fever the reduction in tem¬ 
perature may be found to fall below that 
found in the afebrile state. Milton 
studied this phenomenon to determine 
whether the fall In body temperature in 
the absence of fever could be attributed 
to the inhibition of prostaglandin syn¬ 
thesis and its release. Indomethacin and 


acetaminophen both produced a fall in 
deep body temperature when adminis¬ 
tered to the conscious cat. When prosta¬ 
glandin w as infused, deep body tempera¬ 
ture rose. When the temperature had 
reached a plateau, the infusion of the 
drugs produced vasodilation and panting 
but had no effect on the shivering and 
deep body temperature which fell slight¬ 
ly. reaching a new plateau level tlmt wtis 
sustained until the infusion was stopped. 
From these studies, the author concluded 
that the effects of the antipyretic drugs 
w-ere not mediated through inhibition 
of prostaglandin synthesis but were due 
to an action of the two drugs Ondo- 
mcthacin and acetaminophen) on the 
heat loss mechanisms concerned. Aspirin 
did not affect deep body temperature in 
either the afebrile state or during prosta¬ 
glandin infusion. He concluded that the 
results could be regarded as further evi¬ 
dence that the prostaglandins arc not 
involved in normal thermal regulation. 

5. Inflammation, Inflammation and 
many rheumatic diseases usually are ac¬ 
companied by pain and sometimes fever. 
In many rheumatic conditions the object 
of the therapy is to stop the disease proc¬ 
ess. This usually requires doses of drug 
higher than those recommended for OTC 
use Furthermore, symptomatic self- 
medication with relief of accompanying 
pain may still allow permanent degener¬ 
ative processes to continue. In certain in¬ 
flammatory conditions, specific antibiotic 
♦ therapy i$ indicated, eg., inflammation 
of the Joint or skin due to a bacterial in¬ 
fection. and if It is not provided early in 
the course of the disease, infection of the 
blood stream or spread of infection may 
occur. Therefore, the Panel concludes 
that these OTC drugs for the treatment 
of inflammatory conditions and rheu¬ 
matic disease should be used only under 
the advice and supervision of a physician. 
For these reasons, which are explained 
more fully below in the antirheumatic 
ingredient section, the Panel further 
concludes that such OTC drugs should 
not contain OTC labeling for treating in¬ 
flammatory or rheumatic conditions. 
(See part V. below'—ANTIKHKUMXTIC 
AGENTS. • 

6 Mechanism of action of an anti- 
rheumatic agent. The Panel has defined 
an OTC antirheumaUc drug as an agent 
which reduces Joint or muscle tenderness 
or swelling. 

Despite their long history of use. the 
precise mechanism (s> whereby salicy¬ 
lates exert anti-inflammatory actions re¬ 
mains unclear; numerous mechanisms 
of action have been proposed. They may 
interfere with cellular metabolism 'Refs. 
9, 10. and ID. inhibit the release of some 
inflammatory material from plasma pro¬ 
tein 'Ref. 12*, Interfere with the move¬ 
ments of Ions such as sodium and potas¬ 
sium across cell membranes (Ref. 13*. 
stabilize the membranes of lysosomes 
which are intracellular structures that 
may leak materials that cause inflamma¬ 
tion and tissue Injury (Refs. 14. 15. 16 >. 
or inhibit or compete with the actions of 
chemical mediators of inflammation 
(Refs. 16 through 22). However, all these 
possible mechanisms are controversial 


(Refs. 16 through 26*. Recently, prosta¬ 
glandins. complex molecules found in all 
cells, have been shown to be capable of 
producing inflammation and it has been 
proposed that aspirin and possibly other 
anti-inflammatory drugs Inhibit the 
synthesis of prostaglandins (Refs. 27 
through 38). Presently, this is thought to 
be a key mechanism whereby aspirin ex¬ 
erts its anti-inflammatory effects. This 
mechanism of action is discussed furthe: 
In tiit-antirheumaUc section. <SeepartV. 
below —ANTIRHEUMATIC AGENTS * 

7. Headache (cephalalgia) . OTC an¬ 
algesic products are commonly used for 
the treatment of headache. A brief sur¬ 
vey of the OTC analgesic market will 
readily indicate the extensive use of 
claims for “headache", "simple head¬ 
ache". “common headache'*, “occasional 
headache", and in many combination 
drug products containing additional non- 
an&lgesic active ingredients terms such 
as "sinus headache" or “nervous tension 
headache". Regardless of the descriptive 
terminology used, the Panel finds head¬ 
ache to be a very common term for a pain 
affecting almost everyone. 

Headache is a unique symptom. Un¬ 
fortunately. it is an ambiguous term 
for pain having many different etiologies 
w'hich can originate in almost any pari 
of the body. Most headaches are tran¬ 
sient usually lasting leas than 1 day 
However, some types are chronic and 
may recur over months or years. Theo< - 
casional headache may be secondary to 
many factors including fatigue, tension, 
eyestrain, fever, or even alcohol inges¬ 
tion. The chronic or recurrent head¬ 
aches may be caused by more aeriouR 
underlying diseases such as vascular dis¬ 
turbances, brain tumor or abscess, intra¬ 
cranial lesions, or lesions of the eye 
nose, ear. or throat. 

Wolff (Ref. 39* has differentiated 
headaches into two major categories 
based upon their origin. Le., those tha; 
arise mainly as a result of stimulation 
of Intracranial structures and those that 
occur on stimulation of tissues outside 
the head or adjacent to the skull. He 
describes 11 major types of headache 
In most cases each type could be further 
classified into distinct subgroups. He 
found that most of the tissues covering 
the cranium are sensitive to pain, par¬ 
ticularly the arteries. 

Diamond and Dalesslo »Ref. 40* ha>e 
separated headaches Into three mam 
groups, based upon their probable etiol¬ 
ogy. to include vascular, psychogenic and 
traction-inflammatory headaches. Vas¬ 
cular headaches include the classical 
and common migraine headache, where¬ 
as psychogenic headaches are usually 
attributed to anxiety or depression 
Traction and inflammatory headaches 
include those attributed to organic dis¬ 
eases of the brain and associated struc¬ 
tures. arteries, veins, eyes. ears, teeth 
nose and paranasal sinuses. 

A common feature of all vascular 
headaches are physiological changes in 
cranial blood vessels. In a majority oi 
cases there is & tendency for vasodilation 
which provokes the headache. When 
cranial vessels are distended there is 
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reduced ability of the vessel walls to ac¬ 
commodate changes in blood pressure. 
This results in a more direct transmis¬ 
sion of pressure variation to sensory re¬ 
ceptors in vessel walls and the sub- 
aradinold space of the brain and is inter- 
pr ted as pain. 

One type of vascular headache, the 
hypertensive headache, is related to 
elevation in the systemic arterial blood 
pressure. A sudden rise in arterial blood 
pressure in either normal or hypertensive 
In .vidualx causes headache by virtue of 
a udden dilation of the pain-sensitive 
intracranial blood vessels. Another type 
of vascular headache is the common 
migraine. It has been estimated that 
nearly 12 million people in the U S. suf¬ 
fer from migraine and 8 percent of all 
headaches seen by the physician are at¬ 
tributable to migraine. A common feature 
el the migraine headache is a recurrent, 
throbbing, unilateral head pain. OTC 
analgesics are usually not appropriate for 
the treatment of hypertensive or mi¬ 
graine headaches which require diagnosis 
of the disease by a physician and usually 
treatment with drugs available only by 
pp cription. 

Next to migraine, the most common 
vascular headache is the toxic vascular 
headache produced by fever for which 
OTC analgesics may be indicated. 
Diamond and Dalcssio (Ref. 40) note that 
gtiu raltoed vasodilation may occur as a 
consequence of any significant fever, the 
vasodilation usually becoming more in¬ 
tense as the fever rises. It has even been 
suggested that alcohol can produce a 
toxn vascular headache which is com¬ 
monly referred to as a hangover head¬ 
ache Another common form of’toxic vas¬ 
cular headache occurs after withdrawal 
of caffeine. This caffeine withdrawal 
headache is common in heavy coffee 
drinkers and is discussed in the caffeine 
statement later in this document. «See 
part VI. paragraph B 3. below—Caffeine 
fcitrated caffeine).) 

The second major type of headache is 
tile psychogenic headache which is con¬ 
sidered one of the most common forms of 
headache. Apprehension, anxiety, past- 
traumatic experiences, and depression 
car* precipitate the symptoms This form 
of headache is usually accompanied by 
persistent contraction of the muscles of 
thv head, neck and face. In some in¬ 
dividuals, it is described os a sense of 
pressure rather than a true pain. Wolff 
aotes that ‘the intensity of the hend- 
ar ht is likely to be unaffected by the 
simple analgesics, whereas agents such 
** ^dates or barbiturates that alter re¬ 
action to pain may grant significant, 
mo ugh transient, relief” <Ref. 39>. The 
Pau l concurs and finds the use of OTC 
Jfialgcslcs for the persistent psychogenic 
btadacfctt undesirable. 

„ The terms “muscle contraction" and 
tension" headache have been used 
j'Mi< nymously for almost 40 years. These 
headache* are not vascular in nature or 
associated with traction or inflammation, 
^yehogenic headaches, which may oc- 
^•imt for up to 90 percent of the chronic 
be a dachas seen by the phvsician. are 
more common in those aged 30 years and 


over, but can occur at any age. even in 
childhood. The symptoms are usually 
described as a generalized pain not local¬ 
ized on one side of the head. The head¬ 
ache is diffuse in nature and usually dif¬ 
ficult to describe. Various factors which 
may cause a psychogenic headache in¬ 
clude the individual's marital relations, 
occupation, social relationships, life 
stresses, and habits. 

The third major group of headache in¬ 
cludes the traction and inflammatory 
headache evoked by organic disease. The 
term traction headache has been defined 
"to describe the often nonspecific head¬ 
ache seen with mass lesions of the brain, 
including tumors, hematomas, abscesses, 
or brain edema from whatever cause” 
(Ref. 37). Traction and inflammatory 
headaches are associated with inflam¬ 
matory disease of the meninges, and in¬ 
tracranial or extracranial arteritis or 
phlebitis. The sinus inflammatory head¬ 
ache is related to sinus disease. The 
symptoms include localized pain within 
the frontal sinus of a deep. dull, aching, 
nonpulsatlle quality. With proper diag¬ 
nosis of a precise paranasal disease by a 
physician the underlying cause of such 
a sinusitis or allergic rhinitis can be 
properly treated. 

The frequency, duration, location, and 
severity of the headache may be useful 
in determining Its cause. The diagnosis of 
the occasional headache can usually be 
related by the individual to a direct, 
causative factor, e.g.. fatigue, acute 
febrile episodes or alcohol ingestion. 
However, the cause of chronic and recur¬ 
rent headaches require diagnosis by a 
physician. With regard to children, the 
large majority complaining of headache 
do not have organic disease (Ref. 37) but 
vascular, psychogenic and traction-in¬ 
flammatory headaches are found Among 
children as well as adults. 

The Panel concludes that the occa¬ 
sional headache is self-limited and re¬ 
quires no definitive medical treatment. 
However, the Panel recognizes that OTC 
analgesics are useful for symptomatic 
treatment For example, in many situa¬ 
tions an OTC analgesic may be desirable 
to reduce the intensity and duration of 
the headache prov iding relief to the suf¬ 
ferer enabling him to return more readily 
to normal activity’. The Panel has found 
the Category I analgesics discussed later 
in this document safe and effective for 
use for the occasional headache (See 
part III. paragraph B.l. below—Category 
1 Conditions under which analgesic 
agents are generally recognized as safe 
and effective and are not misbrunded.’ 
As in adults, the Panel finds the use of 
OTC analgesics appropriate for the 
treatment of occasional headache in 
children. However, the treatment of the 
psychogenic headache as, for example 
caused by stress situations at school or 
disturbed family relationships at home, 
should stress counseling rather than use 
of drugs. 

The Panel has limited labeling claims 
for analgesics to the statement "For the 
temporary relief of occasional minor 
aches, pains and headAchc' The Panel 
has found other labeling claims for anal¬ 


gesic products unacceptable for reasons 
discussed later in this document and they 
are therefore classified as Category II. 
<8ce part III. paragraph B.2. below’— 
Category II Labeling.) The Panel has 
specifically Included the term “head¬ 
ache” as an acceptable labeling claim 
because of the wide acceptance and 
usage of OTC analgesics by the general 
population for headaches as caused by 
muscle fatigue from occasional over- 
exertion for example, as opposed to the 
more complex migraine hcadAche. The 
Panel believes that the consumer can 
usually distinguish the symptoms of this 
form of headache from other forms of 
headache or pain. In addition, whereas 
the etiology of some headaches, such as 
migraine, require prior diagnosis of a 
disease by a physician, the pain of oc¬ 
casional minor headache can be suitably 
relieved by self-medication with an ap¬ 
propriate OTC nnalgesic. 
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B. GUIDELINES FOX DETERMINATION OF EF¬ 
FECTIVENESS AND SAFETY 

In arriving at its conclusions and 
recommendation* regarding the effective¬ 
ness and safety of all active ingredients, 
the Panel considered all pertinent data 
and information submitted and adopted 
the following general guidelines: 

l. Effectiveness. The Panel’s determi¬ 
nation of atfalgesic, antipyretic and anti¬ 
rheumatic effectiveness was based on 
published and unpublished studies con¬ 
sidered to be scientifically valid and per¬ 
tinent to the pharmacologic effectis> 
evaluated Clinical criteria for proof of 
analgesic effectiveness of single agents 
or combinations were essentially those 
described in the review by Beaver <Ref 
1 1 and will be discussed elsewhere in this 
document. <Sec part III. paragraph C. 
below—Data Required for Evaluation.) 

Criteria for proof of antipyretic effec¬ 
tiveness were obtained from clinical 
studies which showed that the agent or 
combination studied, significantly low¬ 
ered disease-induced fever. These will be 
discussed elsewhere in this document. 
(See part IV. paragraph C. below—Data 
Required for Evaluation.) 

Criteria for antirhcumalic effective¬ 
ness were obtained from clinical studies 
which showed that the agent or combi¬ 
nation studied significantly decreased 
signs of certain rheumatic diseases. These 
criteria will be discussed elsewhere in 
this document. (Sec part V. paragraph C. 
below—Data Required for Evaluation.) 

2 Safety. The Panel s determination 
of the safety for single agents and com¬ 
binations of agents was based on the fol¬ 
lowing criteria: 

a. The incidence and risk of adverse 
reactions and significant side effects 
when the agent is used according to ade¬ 
quate directions and instructions on the 
label 

b. The potential for harm that might 
result from abuse or misuse under con¬ 
ditions of widespread OTC availability. 

c. Assessment of the benefit to risk 
ratio. 
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C LABELING or ANALGESIC. ANTIPYRETIC AND 
ANT1RKEVMAT1C DRUG PRODUCTS 

The Panel reviewed the general label¬ 
ing requirements previously adopted by 
the Food und Drug Administration for 


OTC (analgesic, antipyretic and anil- 
rheumatic i products *21 CFR Part 201 1 . 
These requirements provide for labeling 
information on the principal display 
panel of the packaging form, the Identity 
of ingredients, directions for use and 
general and specific warnings. The Panel 
concurs that these general requirements 
are approprlite for such OTC prepara¬ 
tions. The labeling of individual active 
ingredients will be discussed later in this 
document. 

After reviewing ail submitted labels of 
OTC analgesic, antipyretic, and anti- 
rhcumatlc preparations, the Panel rec¬ 
ommends the following additional re¬ 
quirements: 

1. Ingredients . The Panel concludes 
that analgesic, antipyretic, and ai;U- 
rheurnatic products should contain only 
active tngredient(s) plus such Inactive 
ingredients (pharmaceutical necessities» 
as may be necessary for product formula¬ 
tion. All such drug products should 
identify the active and inactive ingredi¬ 
ents in the labeling. Active ingredients 
should be listed by the established name 
Since the United States is converting to 
the metric system, the label should state 
the quantity of active Ingredient in the 
recommended dosage in metric units, 
eg., 325 mg per teaspoonful. 325 mg per 
tablet, etc. Secondarily, the quantity of 
the more widely used drugs aspirin and 
acetaminophen In the recommended 
dosage should also be stated in apoth¬ 
ecary units, eg.. 325 mg <5 gr) per ten- 
spoonful. 325 mg *5 gr) per tablet, etc. 
until the metric system becomes official. 

’The Panel reviewed the labeling re¬ 
quirements adopted by the Food and 
Drug Administration lor OTC antacid 
products containing sodium and magne¬ 
sium salts (21 CFR Part 331 >. The Panel 
concur* with these requirements and for 
reasons stated later in this document 
concludes that they be adopted for OTC 
internal analgesic, antipyretic and iinti- 
rheumatic products containing sodium 
and magnesium salts. (See part III 
paragraph B l.f.»2> below — Safety and 
part III. paragraph B.l.e.<2) below— 
Safety.) Therefore, the Panel recom¬ 
mends that the labeling of products 
should contain the sodium content per 
dosage unit. eg., tablet, teaspoonful. if It 
is 0.2 mEq (5 mg> or higher. For products 
containing more than 5 mEq (125 mu* 
sodium in the maximum recommended 
daily dose, the labeling should contain 
the warning *'Do not take this product if 
you are on a sodium restricted diet ex¬ 
cept under the advice and supervision of 
a physician”. For products containing 
magnesium salts w ith more than 50 mEq 
of magnesium in the recommended dally 
dosage, the labeling should contain the 
warning "Do not take this product if yon 
have kidney disease except under the ad¬ 
vice und supervision of b physician”. 

2. Indications and directions for use 
The indications for use should be simply 
and clearly stated, provide the user with 
enough information for effective and 
safe use of the preparation and include 
the statement that the preparation I s 
for the temporary relief of symptom* 
applicable to the ingredient^) of the 
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preparation. For analgesic-antipyretic 
drugs, the Panel believes that the gen¬ 
era! indications statement “For the tem¬ 
porary relief of occasional minor aches, 
pams and headache, and for the reduc¬ 
tion of fever” answers these needs. This 
general statement covers the many 
slightly different claims found on the 
labeling of presently marketed OTC 
preparations and discourages the impli¬ 
cation that these drugs arc to be used 
for the self-treatment of diseases. 

An important area of the Panel's 
responsibility is concerned with the 
labeling of OTC analgesic-antipyretic 
products. In years past it was believed 
that the greater the number of claims, 
the better the product. Often the claims 
would be vague, not easily understood or 
ambiguous. Even tn today’s OTC anal¬ 
gesic market there has been some carry¬ 
over of this philosophy by Industry and 
government. Specific analgesic studies 
hsvf been cited to support claims for 
particular types of pain. However, a 
plethora of claims may be confusing, and 
misleading to the consumer. 

The Panel recognizes that well-con¬ 
trolled studies have been done with vari¬ 
ous unalgesic-antipyrctic agents in pa¬ 
tients with specific types of pain such 
as postpartum pain, pain due to cancer, 
pain following tooth extraction, etc. It 
is the Panel’s opinion, however, that 
**pam” is sufficiently broad to encompass 
all the studies in populations with pain 
of specific etiology and therefore it Is in 
the public’s best interest to emphasize 
the use for pain generally rather than 
list on the labeling all the specific types 
of pain that have been shown to be effec¬ 
tively treated in well-controlled clinical 
studies. 


Some of the claims for alleviation of 
pain found on the labeling of presently 
marketed OTC analgesics include: 
“muscle aches”; “stiffness”; “pain of 
toothaches”, “teething”, “dental proce¬ 
dures and dental work”; “muscle sore- 
hess 4 * ‘body aches”; “simple headache”; 
"nervous headache”; “tension head¬ 
ache'’. “pain due to head colds”; 
Simple pain of inoculations and im¬ 
munizations”; etc. Rather than list all 
f be numerous conditions all basically 
describing the common problem of pain, 
ihe Panel believes the term “minor pain” 
to sufficiently broad to encompass the 
Wciflc types of pain effectively treated 
by thu group of ingredients. 

Another freement oroblem with a vari- 
Jty oi claims for alleviation of pain is 
their vagueness and lack of clarity. Of¬ 
ten the consumer does not know what is 
toeunt by such claims and is misled when 
umilar products have different claims. 
F :* r example, if the labeling of one man¬ 
ufacturer’* product omitted claims found 
oh the labeling of another identical 
product, the consumer would be misled 
into believing the two preparations are 
amerent or arc for different indications. 
, the same claim can have a meaning 
jor one consumer that is exactly opposite 
J? “T meaning for another consumer, 
furthermore, some claims are not even 
Jfognteed by the medical community. 
J° r example, the Panel does not under¬ 
lie what is meant by “jumpy nerves”. 


“fretfulness”, “nighttime pain and its 
tension”, or “under the weather”. Since 
the Panel docs not comprehend such 
claims, it anticipates that the consumer 
would have similar difficulty 

The Panel further notes that this cur¬ 
rent labeling of some OTC products lists 
claims for conditions for which they are 
clearly ineffective such as “depression”, 
“nervous tension”, etc. The Panel be¬ 
lieves that such claims are inappropriate. 

To protect the consumer from un¬ 
founded. misleading, and possibly haz¬ 
ardous claims, the Panel decided that 
the best labeling is one which states in¬ 
dications for use in simple, clear and 
easily understood language. The con¬ 
sumer would benefit greatly from such 
labeling. Therefore, the Panel recom¬ 
mends the restriction of the claims that 
may be made for analgesic-antipyretic 
products and has concluded that the 
general indicatfons statement “For the 
temporary relief of occasional minor 
aches, pains and headaches, and for the 
reduction of fever”, is the most appropri¬ 
ate. 

Since OTC drugs are meant to be used 
only for the temporary relief of symp¬ 
toms, the labeling should not indicate or 
imply that the preparation is for the 
treatment of disease entitles, such as 
arthritis. This is especially important for 
preparations containing antirheumatic 
drugs, which if taken without medical 
supervision, may prevent or delny defin¬ 
itive treatment of arthritis which re¬ 
quires prior diagnosis by a physician, 
establishment of a proper antirheumatic 
dosage and concomitant or alternate 
therapy. Solf-mcdicalion may* lead to ir¬ 
reversible joint damage if taken in In¬ 
adequate dosage intermittently for pain 
relief over prolonged periods by individ¬ 
uals with some forms of arthritis. 8ince 
the most common forms of arthritis, 
rheumatoid arthritis and osteoarthritis, 
are chronic diseases, “temporary” relief 
by OTC analgesic doses is inappropri¬ 
ate therapy for these diseases. Therefore, 
the labeling for preparations containing 
salicylates should include the statement. 
“Take this product for the treatment of 
arthritis only under the advice and su¬ 
pervision of a physician”. For prepara¬ 
tions containing the nonsalicylate, ace¬ 
taminophen. labeling should include the 
statement, “Do not take this product for 
the treatment of arthritis except under 
the advice and supervision of a phys¬ 
ician”. 

The Panel has further determined 
that some of the current claims for spe¬ 
cific conditions recognized by the medi¬ 
cal community and found on OTC label¬ 
ing and in product names are not amen¬ 
able to self-diagnosis or treatment. Con¬ 
sumers with these conditions, such as 
several types of arthritis, gout, and acute 
rheumatic fever, should be under the 
care of a physician. The Panel believes 
that any labeling for diseases such as 
these which require medical Interven¬ 
tion may mislead the consumer who at¬ 
tempts to self-diagnose and self-treat 
serious diseases. Therefore, the Panel 
strongly recommends that product names 
or labeling that imply or suggest the use 


of these products for specific diseases 
requiring prJor diagnosis by a physician 
should not be allowed. Any reference to 
“arthritis” “arthritic strength”, “arthri¬ 
tis pain formula” “rheumatism prepara¬ 
tion”. etc., tn product names or labeling 
is unacceptable to the Panel. As will be 
noted later in this document, the Panel 
concurs with the Arthritis Foundation's 
opposition to the term “arthritis” in as¬ 
pirin brand names and also concurs with 
their recommendation that sufferers of 
the disease would be best served if the 
term “arthritis” were banned from the 
labeling and advertising of these prod¬ 
ucts, leaving the choice of drug treat¬ 
ment to the physician. <See part V. 
below—ANTIRHEUMATIC AGENTS). 
The only terms acceptable to this Panel 
are those included in the general OTC 
indication statement for all analgesic- 
antipyretics. i.e., “For the temporary re¬ 
lief of occasional minor aches, pains and 
headaches, and for the reduction of 
fever”. 

3. General and specific warnings. The 
Panel decided additional statements need 
to be Included on the labeling of 
analgesic-antipyretic products for proper 
use and adequate consumer protection. 
These statements should come under the 
general headings of warnings and cau¬ 
tionary statements. 

The Panel agrees with the current reg¬ 
ulation (21 CFR 330 l<g► ) containing the 
general warning statement “Keep this 
and all drugs out of the reach of children. 
In case of accidental overdose, seek pro¬ 
fessional assistance or contact a poison 
control center immediately", and con¬ 
siders it reasonable and proper for all 
OTC medications. In regard to specific 
warnings or cautions the Pane! recom¬ 
mends that potential users be alerted to 
possible serious side effects of therapeu¬ 
tic doses and especially serious conse¬ 
quences of overdose. 

Because OTC products can be pur¬ 
chased by anyone, it is the view of the 
Panel that the public generally does not 
regard these products as medicines 
which, if used improperly, can result In 
injurious or potentially serious conse¬ 
quences. The public needs to be contin¬ 
ually alerted to the Idea that these prod¬ 
ucts like all medicines carry some risk 
and should be treated with respect. The 
Panel, therefore, concurs with the Food 
and Drug Administration and considers 
it prudent to include the general 
warning statements now required under 
I 330.1 *g>• 

The consumer should be informed of 
any possible signs of known toxicity or 
nnv indication requiring discontinuation 
of the use of the drug so that appropriate 
steps may be tnken before more severe 
symotoms become apparent. For ex- 
amnle. one of the first symptoms of sali¬ 
cylate intoxication, or overdose. Is tinni¬ 
tus or “ringing in the ears” which is dis¬ 
cussed later in this document. (See part 
ITT paragraph B.l a below — Aspirin.) It 
is very important for the consumer to 
recognize this symptom. With continued 
dosing, serious intoxication may occur 
due to the mode of salicylate metabolism. 
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For example, a small increase In the sali¬ 
cylate dose ingested may cause a dispro¬ 
portionate increase in the salicylate blood 
level and could result in serious conse¬ 
quences. 

Unfortunately, acetaminophen has uo 
similar sign of toxicity or “safety valve” 
to alert the consumer. Further, some ad¬ 
vertising for acetaminophen gives the 
impre&Mon that it Is much safer than 
aspirin and implies that the toxic effects 
of the drug are less than those en¬ 
countered with aspirin. Actually, a large 
overdose of acetaminophen can result In 
serious liver damage which is not as 
amenable to therapy as salicylate intoxi¬ 
cation. This ts discussed later in this 
document <See part in, paragraph B.l b. 
below—AcctamlnoDhen. > 

Therefore, the Panel decided to in¬ 
clude the warning. “Stop taking this 
product if ringing in the ears or other 
symptoms occur”, on all products con¬ 
taining salicylates, and the warning. “Do 
not exceed recommended dosage because 
severe liver damage may occur", on all 
products containing acetaminophen, a 
nonsaltcvlate. 

Likewise, consumers should be alerted 
to passible serious side effects from 
therapeutic doses of these products. 
Some evidence suggests that aspirin 
might be contraindicated in pregnancy. 
<See part III, paragraph B.l.a.<2> (iv> 
below—Adverse effects during preg¬ 
nancy. > Therefore, the Panel concludes 
that it is necessary to include the label¬ 
ing warning statement on all aspirin- 
containing products, “Do not take tills 
product during the last 3 months of 
pregnancy except under the advice and 
supervision of a physician**. 

The labeling of several currently mar¬ 
keted aspirin products contains the ad¬ 
vice that the product should be taken 
with a full glass of water. Baum <Ref. 1 > 
also states that aspirin should be taken 
with large amounts of fluids. The Medi¬ 
cal Letter »Ref. 2> also advises that “to 
minimize gastrointestinal irritation, any 
aspirin tablet should be taken with a full 
glass of water.'* 

The Panel could not And any con¬ 
trolled studies to support the contention 
that the quantity of water used to ad¬ 
minister the drug has any effect relative 
to safety or efficacy. However, it Is the 
opinion of the Panel that this advice is 
sound, since the water would be ex¬ 
pected to facilitate dissolution of the 
drug and reduce the Irritation of the mu¬ 
cosa of the stomach from aspirin parti¬ 
cles as discussed elsewhere in this doc¬ 
ument. «See part III. paragraph B.l.a 
f2 > f U * below—Adverse effects on the 
gastrointestinal tract. i The Panel be¬ 
lieves that this recommendation should 
apply' to all salicylates. Therefore, the 
Panel concludes that the labeling for 
products containing salicylates intended 
for oral administration as a solid dos¬ 
age form. e.g„ tablets, state for adults. 
“Adults: Drink a full glass of water with 
each dose" and for children under 12 
years. “Children under 12 years: Drink 
water with each dose". 

In summary, the Panel concludes that 
the purpose of OTC preparations Is to 


provide for the temporary relief of self¬ 
limited symptoms and not for the sclf- 
treatment of disease entities. If OTC 
products are used for a long period of 
time to treat symptoms which indicate a 
potentially serious problem, a disease re¬ 
quiring medical supervision could be 
masked until irreparable damage has oc¬ 
curred. This is especially important for 
those drugs with antirheumatic proper¬ 
ties. As previously noted, if such drugs 
are taken there could be a delay in 
proper treatment of rheumatic disease 
which could lead to irreversible Joint 
damage when inadequate dosage is taken 
intermittently for prolonged periods by 
patients with some rheumatic diseases 
such as rheumatoid arthritis. The Panel 
also decided that If an individual needs 
to take these products for a long period 
of time, i e.. more than 10 days in an 
adult, or more than 5 days in a child, 
he or i he is sufficiently 111 to require the 
consultation of a physician. Therefore, 
the Panel added the word “temporary" 
to l he general indications statement 
making it read: “For the temporary re¬ 
lief of occasional minor aches, pains and 
headache, and for the reduction of 
fever”, and has added a general warnings 
statement for adults. "Do not take this 
product for more than 10 days. If symp¬ 
toms persist, or new ones occur, consult 
your physician", and for children under 
12 years. “Do not take this product for 
more than 5 days. If symotoms persist. 
or new ones occur, consult vour physi¬ 
cian”. Such warnings or cautions will be 
included in the proposed labeling for in¬ 
dividual preparations presented later in 
this document. 

Rfitunocs 

(1} Baum. J , -Rheumatoid Arthriti*/* tn 
“Current Therapy." Edited by Conn. H. F. 
and W B Saunderw. Philadelphia. 1973. 

1 2 ► Anonymous, "la All Aamrln AUkc?." 
Thr Mcdtrat Utter, 1(1:57-50. 1074 

0. LABELING WARNINGS, ADVERTISING AND 

THE MEDIA 

Because the consumer needs to be cor¬ 
rectly and fully informed, the Panel rec¬ 
ommends that the advertising in any 
medium for these drugs that in any way 
uses the labeling, package or container 
not be inconsistent, even on subtle Impli¬ 
cation through mood, focus or innuendo, 
with the applicable labeling in the OTC 
internal analgesic monograph. 

The Panel has "noted, with concern, 
certain aspects of commercial advertis¬ 
ing of OTC medicines that urge the con¬ 
sumption of these drugs without direct¬ 
ing attention to adequate warnings re¬ 
garding the possible immediate hazards 
of the use of these products or the poten¬ 
tial hazards from their long-term use. 

This concern was shared bv repre¬ 
sentatives of consumer and children s 
advocacy groups, by representatives of 
pharmaceutical associations and manu¬ 
facturers. the broadcast media, and re¬ 
searchers from the academic world at a 
2-day conference on televised OTC drug 
advertising that w*as sponsored by 'he 
Federal Communications Commission 
and the Federal Trade Commission on 
May 20 and 21. 1976. At the three Panels 


comprising the conference the status of 
research. Industry self-regulation, and 
government regulation w*as discussed and 
alternatives suggested: governmental 
policy decisions were not formulated 
<Ref* 1). 

As was pointed out to the Panel, based 
upon common sources of advertising in¬ 
formation. the advertising expenditures 
for internal analgesic drugs are greater 
than for other OTC drug categories <Rel 
2). It was noted that analgesic promo¬ 
tion in this country has reached a new 
level of sophistication with advertising 
references to whole new ailments such as 
“file cabinet backaches" or *caiuj*r 
noise tension." While the National Asso¬ 
ciation of Broadcasters and the Proprie¬ 
tary Association representing many OTC 
drug manufacturers have been active in 
developing codes for the advertising of 
nonprescription or OTC medicines the 
Panel believes that government require¬ 
ments for the inclusion of warnings und 
cautionary language are inadequate, 
particularly as to possible effects of thS 
advertising upon children <Ref. 2;. 

The Panel notes that the F6od and 
Drug Administration does not Ictulate 
the advertising of OTC drug products 
Therefore, the Panel asks that the prop¬ 
er authority, i.e., the Federal Trade 
Commission, with the full support and 
active cooperation of the Food and Dm* 
Administration, more effectively regu¬ 
late commercial advertising of interim 1 
analgesic, antipyretic and antirheumatic 
preparations oh the basis of the labeling 
recommendations contained in this doc¬ 
ument. Further, the Panel strongly urges 
the Federal Trade Commission to re¬ 
quire that the cautionary language uni 
warnings developed by the Panel be given 
emphasis in commercial advertising more 
so than Is currently being done, and Unit 
special attention be given to the regula¬ 
tion of OTC drug advertising on thf*e 
television programs watched most often 
by children or whose viewing audience 
includes lurge numbers of children 
Rctocncu 

(I) Transcript of Proceedings. FBdrr:; 
Coimminirations Commission Federal Trade 
Comminlon Conference. May 20 and 31. 
1070 

i3) Choate. Robert B . Presentation before 
the FDA OTC Review Panel on Internal An- 
algesic*. March 17. 1075, copy of unpublished 
paper is Included in OTC Volume 030160 

E STANDARD DOSAGE UNIT AND ANALGESIC 
EQUIVALENCE VALUE 

1. Background. The Panel recognizes 
that currently the OTC drug market pro¬ 
vides for many different products con¬ 
taining a large variety of analgesic, anti* 
pyretic and/or antlrheumaUc dmi* 
These products are marketed containing 
either single ingredients or combinations 
of active ingredients. A majority of these 
products contain aspirin with variation 
from product to product in the amount 
of aspirin per dosage unit. Likewise, there 
are many marketed products contain¬ 
ing nonaspirin Ingredients, eg , aret “I 
minophen. or derivatives of salicylic sc 
other than aspirin, ex. sodium salicylate, 
which in most cases contain labeling 


FE0ERAI REGISTER. VOl 42. NO 131—FRIDAY, JULY t. 1977 





similar to that found for products con¬ 
tain in# aspirin. The Panel is concerned 
with the confusion that may arise when a 
consumer purchases such products. 

To more fully tnform the consumer as 
to the content* and therapeutic capabil¬ 
ities of these products as well as to mini¬ 
mi* 1 the hazard of confusion, the Panel 
reronimends for these reasons and for 
reasons of safety described below, that 
products containing aspirin be clearly 
labeled on the principal display panel to 
indicate the presence of aspirin, that a 
standard amount of aspirin per dosage 
uru f . be established of 325 mg <5 gr» for 
all marketed products containing aspirin 
alone, as the single OTC analgesic-anti¬ 
pyretic active ingredient, and that label¬ 
ing ‘learlv indicate that the product 
contains the standard or a nonstandard 
amount of aspirin per dosage unit. The 
Panel has further determined that a 
standard dosage unit of 325 mg »5 gr» 
al*o be established for acetaminophen 
and sodium salicvlate. It is the Panels 
opinion that it is rational to establish 
standards, not only for aspirin, but for 
all three commonly used ingredients, 
ihus enabling the consumer to more fully 
compare marketed OTC products. 

2 standard dosage unit. Aspirin is the 
most commonly used OTC drug in the 
United States. The majority of products 
marketed are labeled 325 m« or 5 gr as¬ 
pirin However, there are products mar¬ 
keted with less than 325 mg and some 
*itn 300 mg aspirin labeled as 5 gr. 
To most individuals these dosages are 
assumed to be equivalent but on a weight 
bads they are actually not equivalent. 
Confusion arises because there are two 
systems of weight measurement com¬ 
monly used. One system, which has been 
historically used in pharmacy l$ the 
apothecary system of weights based on 
tbc • grain” <gr • and the other being the 
more universal metric system based on 
the “gram” <g) The apothecary weight 
of 1 gr is equivalent to the metric sys¬ 
tem measurement of 64 8 mg but is often 
approximated as equal to 60 mg There- 
for«* a 5 gr aspirin dosage unit should 
actually contain 324 mg aspirin but ta 
^metlmes equated to 300 mg of active 
ingredient, thus making for a difference 
of 2-1 mg of aspirin. 

A further factor contributing to a 
* 1de range in the amount of available 
aspirin is the provision of the United 
Sintra Pharmacopeia XL V to provide for 
1 variation of 5 percent of the labeled 
amount or aspirin per dosage unit <Ref. 
»' The Panel recognizes this as an un¬ 
derstandable requirement necessary for 
manufacturing purposes but is concerned 
jvuh the potentially wide variation in 
lhe currently allowable content of 
aspirin which, because of different inter¬ 
pretations of the “gram”, varies for a 
wbtied "5 gr product” between 285 mg 
JJ nd 340 2 mg aspirin from one marketed 
mand product to another brand This 
could represent a possible difference of 

- mg or xilmost l gr aspirin betw’een 
Uo different marketed products. Tb 
avoid the confusion that presently exists 
m the conversion between the two sys- 
temx of weight measurement, ie.. be¬ 


PROPOSED RULES 

tween the apothecary system <gr> and 
the metric system <mg», the Panel 
recommends that the amount of aspirin 
in a 325 mg <5 gr» standard dosage unit 
be established on the basis of the 
apothecary weight of 1 gr being equiva¬ 
lent to the metric system measurement 
of 65 mg. 

The Panel also recommends that this 
equivalence between the apothecary and 
metric systems be used for all ingre¬ 
dients. The following table illustrates 
equivalent values for the two systems as 
used throughout this document: 

Equivalent Values for Apothecary and 
Mr: me System a 


A path miry i gr i Metric imgi 

10 ____ ../I. 65 

1 23. 80 

50. 325 

10.0. 650 

61 M _ 4.000 


The Panel has evaluated the amounts 
of aspirin contained in the submissions 
for mnrketed products submitted to the 
review. *See part I. paragraph A. above— 
Submissions by Firms. • For example, of 
the submissions reviewed by the Panel. 32 
pertained to dosage forms containing 
aspirin as a ••single” ingredient. In 16 of 
these single ingredient products <50 per¬ 
cent). the amount of aspirin differed 
from the standard 325 mg *5 gr>. The 
range was from a low of 227 mg for a 
chewable gum to a high of 650 tur in a 
single tablet. Tills represents a variation 
of 70 to 200 percent of the standard 325 
mg <5 gr« aspirin do*ago unit available 
as a single lnvrrcdlcnt in such marketed 
products. 

The Panel has provided the following 
table to illustrate the variations in the 
amount of aspirin contained in sub- 
mitted products: 

Amount or A«u*miN Contained in ShT&jurmro 

PiootcT* Where Asp dun was the 5?inul* 


Analgesic Ingredient 

Sh rtiber O/ 

Grain* of cepinn Bubmia.uon» 

35 -- | 

45. 2 

5.0. 16 

« 0 . 2 

75. ... __ 7 

10 0. 4 

Total _ 32 


The Panel is aware oi the widespread 
and common belief that lhe usual 
am mint of asrirm an adult should mgest 
is “two tablets.” The Panel believes 
that this can cause a problem if a per¬ 
son accustomed to buylug and properly 
taking a particular analgesic product 
containing 325 ms aspirin per tablet 
changes to another analgesic product 
such as those currently marketed con¬ 
taining 295 mg or even 650 mg aspirin 
per tablet. If this same individual follows 
the usual custom of Ingesting ‘two tab¬ 
lets” every 4 hours, he may receive 
as little as 590 mg or as much a* 1.300 
mg aspirin. The Panel is concerned that 
the 1,300 mg dosage will achieve the de¬ 
sired effect but with the potential haz¬ 
ard of toxic overdose. Stnce aspirin Li 
the most common drug used in the 
United States, the latter situation is crit¬ 
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icAlly important If a person takes 1.300 
mg aspirin every 4 hours for several 
dosing intervals, serious aspirin intoxi¬ 
cation may result. This is due to both 
the absolute quantity of aspirin taken 
and the kinetics of aspirin metabolism 
which Is discussed later in this docu¬ 
ment. <See j'art III. paragraph 8-1.a <2* 
below—Safety.) 

As an example, a 20 percent increase 
in dosage can cause a 40 to 60 percent 
Increase in blood salicylate level over a 
period of time, which can produce a 
therapeutic response in patients who 
had not responded to a lower dose, or 
more importantly, result in an increase 
of dose-related systemic toxic effects 
•Refs. 2 and 3>. Even those aspirin tab¬ 
lets commonly marketed in 300 mx or 
325 mg dosage units, which usually per¬ 
mit variation of r5 percent active in¬ 
gredient per tablet as described above, 
when calculated to each extreme hi low 
of 285 mg for the 300 mg tablet to a 
high of 340 mg for the 325 mg tablet*, 
represent a 20 percent variation in 
dosage. 

This could be a problem in the area 
of pediatric overdosing. If n pediatrician 
instructs a parent to give a child half 
or ouarter of an aspirin tablet, the child 
could, depending upon the strength of the 
tablet, be exposed to a potentially seri¬ 
ous aspirin overdose. In the case of 
antlpy rests *fever reduction* for an in¬ 
fant or small child this It especially haz¬ 
ardous because the young child cannot 
complain o! tinnitus ‘ringing of the 
ears*, one of the early symptoms of 
asoirin overdose. Further, the symptoms 
coujd progress to include fever, one of 
the later signs of salicylate intoxication 

• Ref 4 >. The parent, noting that the 
rever has not subsided, may continue to 
give excessive amounts of aspirin, con¬ 
tinuing a vicious cycle. 

Tlie Panel believes that the current 
Availability of so many different amounts 
of aspirin per dosage unit is very con¬ 
fusing to the consumer. It is the opinion 
of the Panel that this availability has 
encouraged the myriad of claims such as 

• higher levels of pain reliever” or "arth¬ 
ritis strength” that are currently u«ed Of 
even more concern to the Panel is the 
fact that wide ranges in the amount of 
aspirin per dosage unit can result in 
either subthcrapeutic or even toxic as¬ 
pirin blood levels. 

The Panel strongly recommends based 
upon considerations of safety and effec¬ 
tiveness. that all products containing as¬ 
pirin, acetaminophen, or sodium salicy¬ 
late be standardized to contain and la¬ 
beled to indicate either 325 mg *5 gr* 
per dosage unit for adults or 80 mu U 23 
gr» per dosage unit for children under 
12 years of age. 

The Panel recommends an adult oral 
dosage of 325 mg <5 gr> to 650 mg <10 
gr» aspirin, acetaminophen or sodium 
salicylate every 4 hours while symptoms 
persist not to exceed 4.000 mg in 24 
hours. The Panel finds this dosage regi¬ 
men safe and effective for the treatment 
of occasional minor aches and pains, 
headache, and fever Indicated later in 
this document. The Panel believes that 
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a standardized dosage unit of 325 mg <5 
gr) Is safe and effective when used as 
directed. More Importantly, the adult 
oral dosage of 650 mic (10 gr) Is the 
amount consumers believe they are in¬ 
gesting, i.e.. two 325 mg (5 gr) tablets. 

However, the Panel recognizes the 
current availability of products con¬ 
taining an amount different than 325 
mg (5 gr) per dosage unit. If the Pood 
and Drug Administration is unable to 
implement the Panel's advice that prod¬ 
ucts contain only 325 mg (5 gr) aspirin, 
acetaminoohen or sodium salicylate per 
dosage unit, the Panel recommends that 
products contain not less than 325 mg 
(5 gr) per dosage unit since this is the 
minimum effective dosage for adults. 
Since a single dosage greater than 650 
mg <10 gr) is not commonly required by 
the general population, the Panel be¬ 
lieves It rational to establish 650 mg <10 
gr) as the upper limit for the quantity of 
drug to be included In a single dosage 
unit. Therefore, the Panel has defined 
nonstandard dosage units as dosage 
units containing not less than 325 mg 
<5 gr) and not greater than 650 mg <10 
gr) aspirin, acetaminophen or sodium 
salicylate. In addition, the Panel con¬ 
cludes that only nonstandard dosage 
units of 500 mg <7.69 gr) be recognized 
for acetaminophen in addition to the 
standard unit of 325 mg <5 gr) since the 
Panel Is unaware of any other nonstand¬ 
ard dosage units currently available In 
marketed adult strength products con¬ 
taining acetaminophen as the single ac¬ 
tive ingredient. 

The Panel recommends that any prod¬ 
uct containing an amount different from 
325 mg <6 gn per dosage unit be clearly 
labeled as to the amount of active in¬ 
gredient the product contains and any 
product containing more than 325 mg (5 
gr) per dosage unit shall be labeled ap¬ 
propriately “Contains nonstandard 
strength of X mg (X gr) aspirin per 
dosage unit compared to the established 
standard of 325 mg <5 gr) aspirin per 
dosage unit". “Contains nonstandard 
strength of 500 mg <7.69 gr) acetamino¬ 
phen per dosage unit compared to the 
»stablished standard of 325 mg <5 gr) 
acetaminophen per dosage, unit". or 
“Contains nonstandard strength of X 
mg sodium salicylate per dosage unit 
compared to the established standard of 
325 mg sodium salicylate per dosage 
unit**. The actual amount of “X M for 
the specific product shall be used. 

3. Analgesic-antipyretic recommended 
dosage. The Panel has defined the 
components of a dosage schedule below, 
The basis of the Panel's recommendation 
and conclusions are discussed elsewhere 
In this document. (See part n. para¬ 
graph F below—Statement on Recom¬ 
mended Dotage Schedules.! 

a. Dosage range. The Panel has exam¬ 
ined the data submitted and finds for 
purposes of clarity that it is necessary 
to define the components of a dosage 
schedule which include a minimum ef¬ 
fective dosage, a usual single dosage, a 
usual effective dosage range, a maximum 
single dosage, and a maximum daily <24 
hours) dosage. These components of a 
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dosage schedule are defined by the Panel 
in relation to a general OTC target pop¬ 
ulation seeking relief of symptoms, such 
as occasional minor aches, pains and 
headache, and the reduction of fever. 

<1) Mintmum effective dosage. The 
minimum effective dosage is the amount 
of drug necessary to achieve the intend¬ 
ed effect in some individuals in the gen¬ 
eral OTC target population. 

(2) Usual single dosage. The usual sin¬ 
gle dosage is the amount of drug neces¬ 
sary to achieve the intended effect in 
most individuals in the general OTC tar¬ 
get population. 

<3> Usual effective dosage range. The 
usual effective dosage range is the range 
between the minimum effective dosage 
and the usual single dosage. 

<4) Maximum single dosage. The Pan¬ 
el finds Uiat there may be circumstances 
when more than the usual stogie dosage 
may be needed to provide an adequate 
effect. An increase in the usual single 
dosage may be needed, for example, by 
individuals who because of their large 
body size (unusual height) or overweight 
(obesity) require a higher dosage. To 
meet this contingency, the Panel defines 
the maximum single dosage as the maxi¬ 
mum amount of drug that is safe and ef¬ 
fective for use in a 4-hour period. The 
Panel has established 1.000 mg as the 
maximum single safe and effective dos¬ 
age for the standard drugs (aspirin, ace¬ 
taminophen and sodium salicylate). The 
Panel does not believe that this maxi¬ 
mum single dosage should be encouraged 
on OTC labeling, except as an Initial 
dosage, as it may be subsequently used 
routinely even when it may not be nec¬ 
essary" and may potentially lead to toxic 
side effects. 

<5> Maximum daily dosage. The maxi¬ 
mum dally dosage is the maximum 
amount of drug that Is safe and effective 
for use In a 24-hour period. The Panel 
lias established 4.000 mg as the maxi¬ 
mum daily dosage for the standard 
drugs (aspirin, acetaminophen and so¬ 
dium salicylate). 

The Panel considers the adherence to 
a maximum daily dosage of not greater 
than 4.000 mg necessary in the interest of 
safety. The clinical ^evaluation of aspirin 
clearly shows that higher daily dosages 
produce more side effects on the centrul 


nervous system, the blood clotting sys¬ 
tem, the gastrointestinal tract, etc. (See 
part in paragraph B.l.a. (2) below— 
Safety.) 

b. Recommended dosage for products 
containing standard dosage Knits. For 
products containing the standard dosage 
unit of 325 mg <5 gT> aspirin, aceta¬ 
minophen or sodium salicylate, the mini¬ 
mum effective dosage for adults is 325 
mg <5 gr), the usual stogie dosage is 650 
mg <10 gr). the usual effective dosacre 
range is 325 mg (5gr) to 650 mg <10 gr). 
the maximum single dosage is 1,000 mg 
<15-38 gr> but should not be provided 
for in OTC drug labeling, and the maxi¬ 
mum dally dosage Is 4.000 mg <61,54 gr). 
The Panel notes that It is convenient to 
relate the standard dosage unit of 325 
mg <5 gr) to a maximum single dosage 
of 975 mg <15 gr) and to a maxtmum 
daily dosage of 3.900 mg (60 gr) rather 
than to the established maximum single 
dosage of 1.000 mg and the established 
maximum daily dosage of 4.000 mg as 
defined above by the Panel. The recom¬ 
mended dosage schedules are described 
in section d. below. 

c. Recommended dosage for products 
containing nonstandard dosage units. 
The Panel has dehned nonstandard dos¬ 
age units as dosage units containing not 
less than 325 mg <5 gr) and not more 
than 650 mg (10 gr) aspirin, acetamino¬ 
phen or sodium salicylate. In addition, 
the Panel concludes that only nonstand¬ 
ard dosage units of 500 mg <7.69 gr) be 
recognized for acetaminophen In addi¬ 
tion to the standard unit of 325 mg <5 
gr) since the Panel is unaware of any 
other nonstandard dosage unit currency 
available to marketed adult strength 
products containing acetaminophen as 
the single active Ingredient. The recom¬ 
mended dosage schedules are described 
in section d. below. 

d. Recommended adult dosage sched¬ 
ules. Besides the establishment of stand¬ 
ard and nonstandard dosage units, the 
Panel has also established standard and 
nonstandard dosage schedules for their 
use. The Panel strongly recommends 
tliat the standard dosage schedule be 
utilized but recognizes the current avail¬ 
ability of nonstandard schedules. There¬ 
fore. the Panel recommends the follow ¬ 
ing dosage schedules: 


H, com mended adult dosage schedule* for standard and nonstandard aspirin, 
acetaminophen nr *odluui salicylate donage units 



Proa** unit • 

M.ntUgram <?ram» 


Initial 

dixvuN units» 
(millirram) 

KnH|ort»cy 1 
(ItthM*ttl(«Unkl 

Ptitn 

«mh«/<hy ♦ 

Si aiMin’d (Soto*.* urhodul* iiiuSar 325 IS), 
NotuUndnr! dioairr ichodalr tinrirr 

x»o>.... 

«oo . —. 

m /A ifctl 


2___— 

_ 3to3 . 

.. I to 2 <«rt> to **)> 

. I foil (4/1 

„Safin 4 . 

.... . -do,. nil I, in 

1 after S_........ 

... *U% - 

12 O,*#' 1 

a ft**! 

4i a ** 1 

* 

4 

% 

H 

a a 

iV. (7.40*. .. 

SftO (TAD) — 

6M> <I0)»... 



1 to2 

1 to: CM*to l,u») 

.. 1 . 

I aflrr 4 of 2 aft** 0 

t of In 3 or Jntm 4. 

1 after I f . 


» Tli# amount of <lrur In * Mnrt# 4i«a** unit. 

t Tl* maximum tiuml>#* of (Smart unit* that rmniot tic ricord#*1 *lun doriiif I* tuitions!- . 

• TU#nmnb*r Of dmwunJtfprr I !*'•» tntm.nl __ 

• Tin* maximum total i*iint**r of turn* tlmt rntuot br rNcwdctl »»31 bom* of th# mliui * 

riittotfr uiit(4 takiiu or tin fr*»umc> of r* pnalrtl rfoutir. . .o,-%t»i*lnd 

»Thtr uo»wt«nil*rd (knar*' whe«k*k‘ 4<« not apply to a«tamio«ph*n tlno* only I).# *w um (T,t" m> 

<1ina»' r unit u iera*nUr<11*5 th t panel. 
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4. Analgesic equivalence value. Con¬ 
sumers may be perplexed not only by 
the variation In the available amounts 
of an active ingredient per dosage unit, 
but also by any attempt to compare the 
relative potency of an active Ingredient 
with other active ingredients. For ex¬ 
ample. if an individual normally takes 
a product containing 325 mg sodium 
salicylate, and compares its label with 
the label of a product containing choline 
sahrylate. the directions may instruct 
the user to take a total of 650 mg sodium 
salicylate but 870 mg choline salicylate. 
ThL may result In the mistaken notion 
that because more choline salicylate is 
taken there will be more of a therapeutic 
benefit, although 650 mg sodium salicyl¬ 
ate ts chemically equivalent in salicylate 
content to 870 mg choline salicylate. 

The Panel reviewed the submissions 
for marketed '‘combination" products 
containing aspirin. The Panel found that 
of the submissions containing "combi¬ 
nation" analgesic-antipyretic products, 
the amount of aspirin contained in the 
products varied from 194 4 mg to 650 mg 
per dosage unit with the total amount 
of analgesic ingredients ranging from 
360 mg to 842.4 mg per tablet 

It is most difficult to equate the total 
amount of analgesic effectiveness for 
such combination products. While these 
submissions are not necessarily & repre¬ 
sentative sample of the dosace variation 
tn all of the currently marketed OTC 
analgesic products, they represent the 
major products in this market and do 
in fact give some concent of the mnge 
of aspirin dosages currently available 
to consumers. This represents a confus¬ 
es and potentially harmful situation. 

consumers may substitute one 
brand of analgesic product for another 
containing different active ingredients, 
bmorant of the fact that there are dif¬ 
ferences In potency between brands, and 
inadvertently Ingest either too much or 
too little of the product. 

The Panel Ls concerned that current 
libeling for some products extols the 
virtues of different quantities of anal¬ 
gesics for pain relief with such claims 
as ‘adult rain formula", "extra added 
ingredients", or "arthritis formula". The 
consumer, faced with such different 
claims has no readv source to consult 
to determine the validity of these claims. 
Consequently, an analgesic product may 
be purchased with the mistaken notion, 
if one ingredient Is good, two or more 
arc better," 

In addition to the current confusion. 
, ♦ variable aspirin dosages, availability 
of many combinations of ingredients 
and without aspirin, and many 
labeling claims, there is still another 
area of concern which involves the cllni- 
, equation of analgesics In general. 
^ increased blood levels of analgesic- 
■nuoyretlcs do not demonstrate an 
oo uivalent Increase In the desired effect. 

1 he problem of trying to correlate anal- 
Ko^ia with blood levels is discussed olse- 
*hcre j n document. <See part n. 
Paragraph J. below—Effects of Product 
formulations on Drug Absorption and 
Pharmacologic Effectiveness.) 


Therefore, the Panel recommends that 
standard drugs <aspirin, acetaminophen 
and sodium salicylate) and standard 
dosage units of 325 mg <5 gr> be estab¬ 
lished. The analgesic equivalence to 
other drugs can then be compared as 
follows: 


OTC Analgesic Equivalence Duces 


Standard J25 mg 
(5 gr) dosage 
unit drugs: 
Aspirin ...... 

Acetamino¬ 
phen .. 

Sodium salic¬ 
ylate .. 


Comparison 

drugs 

Aluminum aepirln. 
Calcium carboAplrin 
None (comparisons only 
to standard doeage 
unit). 

Choline salicylate. 
Magnesium ^alkylate. 
Salsalatc. 


The Panel believes that the current 
availability of so many different products 
containing derivatives of salicylic acid 
other than aspirin or nonsalicylate active 
ingredients with labeling claims similar 
to products containing aspirin is con¬ 
fusing and recommends that an analgesic 
equivalence value be established. This 
value would inform the purchaser as to 
the contents and therapeutic capabili¬ 
ties of these products and thereby benefit 
the consumer. The labeling should clear¬ 
ly describe the strength of the product 
as compared to the standard applicable 
dosage unit. 

5. Labeling of products. Because of the 
many common side effects observed with 
the use of aspirin as discussed later in 
this document, the Panel recommends 
that all products containing aspirin be 
clearly labeled as containing aspirin on 
the principal display panel. Such labeling 
will not only benefit all consumers but 
will alert those individuals having a 
sensitivity to aspirin. 

a. Products containing a standard drug 
in the standard dosage unit, (1 i Aspirin. 
The Panel recommends that products 
containing 325 mg <5 gr* aspirin per 
dosage unit be clearly labeled on the 
principal display panel: "Contains the 
standard strength of 325 mg (5 gr) 
aspirin per dosage unit". The term 
"dosage unit" may be replaced by the 
applicable dosage form such as tablet or 
capsule. In the event that the Food and 
Drug Administration cannot implement 
this recommendation under the current 
Federal Food, Drug, and Cosmetic Act. 
the labeling shall state "Contains stand¬ 
ard strength of aspirin per dosage unit". 

(2> Acetaminophen, The Panel recom¬ 
mends that products containing 325 mg 
'5 rD acetaminophen per dosage unit 
be clearly labeled on the principal display 
panel: "Contains the standard strength 
of 325 mg <5 gr> acetaminophen per dos¬ 
age unit". The term "dosage unit" may 
be replaced by the applicable dosage form 
such as tablet or capsule. In the event 
that the Food and Drug Administration 
cannot implement this recommendation 
under the current Federal Food. Drug, 
and Cosmetic Act. the labeling shall state 
"Contains standard strength of acetami¬ 
nophen per dosage unit". 

<3) Sodium salicylate . The Panel rec¬ 
ommends that products containing 325 
mg sodium salicylate per dosage unit be 


clearly labeled on the prinicpal display 
panel: "Contains the standard strength 
of 325 mg sodium salicylate per dosage 
unit". The term "dosage unit" may be 
replaced by the applicable dosage form 
such as tablet or capsule. In the event 
that the Food and Drug Administration 
cannot implement tills recommendation 
under the current Federal Food. Drug, 
and Cosmetic Act. the labeling shall 
state "Contains standard strength of 
sodium salicylate per dosage unit *. 

b. Products containing a standard drug 
in an amount different from the standard 
dosage unit. (1) Aspirin. If the Food and 
Drug Administration is unable to im¬ 
plement the Panel s advice that products 
contain only 325 mg <5 gr> aspirin per 
dosage unit, the Panel recommends that 
products containing an amount of 
aspirin other than 325 mg <5 gr) aspirin 
per dosage unit be clearly labeled on the 
principal display panel: "Contains non¬ 
standard strength of X mg gr) aspirin 
per dosage unit compared to the estab¬ 
lished standard of 325 mg <5 gr) aspirin 
per dosage unit". The actual amount "X" 
of aspirin for the specific product shall be 
used. The terra "dosage unit" may be 
replaced by the applicable dosage form 
such as tablet or capsule In the event 
the Food and Drug Administration can¬ 
not implement this recommendation, the 
labeling shall state "Contains nonstand¬ 
ard strength aspirin". 

<2> Acetaminophen. If the Food and 
Drug Administration is unable to imple¬ 
ment the Panel's advice that products 
contain only 325 mg <5 gr) acetamino¬ 
phen per dosage unit, the Panel recom¬ 
mends that products containing 500 mg 
<7 69 gr) acetaminophen per dosage unit 
be clearly labeled on the principal dis¬ 
play panel: "Contains nonstandard 
strength of 500 mg i7.69 gr) acetamino¬ 
phen per dosage unit compared to the 
established standard of 325 mg i5 gr) 
acetaminophen per dosage unit". The 
term "dosage unit" may be replaced by 
the applicable dosage form such as tab¬ 
let or capsule. In the event the Food and 
Drug Administration cannot implement 
this recommendation, the labeling shall 
state "Contains nonstandard strength 
acetaminophen". 

»3> Sodium salicylate. If the Food and 
Drug Administration is unable to imple¬ 
ment the Panel's advice that products 
contain only 325 mg sodium salicylate 
per dosage unit, the Panel recommends 
that products containing an amount of 
sodium salicylate other than 325 mg so¬ 
dium salicylate per dasa,°.e unit be clear¬ 
ly labeled on the principal display panel: 
"Contains nonstandard strength of X 
mg sodium salicylate per dosage unit 
compared to the established standard of 
325 mg sodium salicylate per dosage 
unit" The actual amount "X" of sodium 
salicylate for the specific product shall 
be used. The term "dosage unit’* may be 
replaced by the applicable dosage form 
such as tablet or capsule. In the event 
the Food and Drug Administration can¬ 
not Implement this recommendation, the 
labeling shall state "Contains nonstand¬ 
ard strength sodium salicylate" 
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F. STATEMENT ON RECOMMENDED DOSAGE 
SCHEDULES 

1. Statement on standard and non¬ 
standard salicylate dosage schedules. 
The Panel has defined the components 
of a dosage schedule elsewhere In this 
document. (See part II. paragraph E.3. 
above — Analgesic-antipyretic recom¬ 
mended dosage. > The basis of the Pan¬ 
el's conclusions regarding recommended 
dosage schedules is discussed below. 

a Factors In selection of optimal dos¬ 
age schedules. The Panel recognizes that 
one of the most important and critical 
factors in maximizing the safe and ef¬ 
fective use of any therapeutic agent Is 
the choice of optimal dosage regimens. 
The need to carefully define and pro¬ 
mote adherence to a safe dosage regimen 
Is particularly important for aspirin and 
other salicylates for several reasons 

First Is the alarming fact that a sig¬ 
nificant proportion of the serious salicy¬ 
late toxicities including deaths are 
caused by Inappropriate multiple dosing 
during therapeutic use rather than acci¬ 
dental or suicidal ingestion of large sin¬ 
gle dosages of salicylates (Refs. 1 through 
4>. Toxicities that result from overzeal- 
ous multiple dosing during therapy are 
claimed to be more serious (Refs 3 and 
4 1 and said to occur at lower plasma sa¬ 
licylate levels compared to toxicities re¬ 
sulting from large single doses (Ref. 1>. 

Secondly, the propensity for serious 
toxicities during multiple dosing can 
now be explained by the recent discovery 
that the salicylates have very unusual 
and complex pharmacokinetic charac¬ 
teristics. They are metabolized by proc¬ 
esses which can be saturated by doses 
within the usual therapeutic range As a 
result relatively small increases in the 
dose may exceed the capacity of the me¬ 
tabolizing systems and cause inordinate 
increases In salicylate plasma levels 
during multiple dosing. 

A third problem In defining the dosage 
regimens is that aspirin is used exten¬ 
sively for several effects which may have 
different dosage schedules, egf., antipy¬ 
retic effect or antlrhoumatic effect Fur¬ 
thermore, these schedules must be 
adapted to several age groups in which 
Uie metabolic capacity may vary greatly. 
Different dosage regimens for each type 
of therapy will also be required as a 
function of age. weight and other possi¬ 
ble relevant variables. 


Finally, the problem Is further com¬ 
pounded by the large number of dosage 
forms and chemical derivatives which 
vary appreciably in the strength of the 
dosage form and recommended dosage 
schedules for different purposes. The 
multitude of strengths in currently mar¬ 
keted aspirin products presents a critical 
problem in the case of salicylates which 
have the potential for serious toxic ef¬ 
fects when the u T rong dosage is used. 
This can be partially overcome by desig¬ 
nating a standard strength and stand¬ 
ard dosage regimen which will provide 
the basis for assuring that each patient 
will be better informed. 

In addition to the above considera¬ 
tions. the Panel received several opinions 
and recommendations regarding Its pro¬ 
posed dosage schedules in response to 
the Panel's various- public statements. 
The Panel's response to these opinions 
and recommendations are incorporated 
into this document 
b. Considerations of risk to benefit. 
Ideally the evaluation of OTC drugs 
should be based upon benefit to risk con¬ 
siderations. The Panel finds, however, 
that there are no generally accepted pro¬ 
tocols or procedures for the objective 
evaluation of the often cited but seldom 
quantitated given “risk to benefit ratio." 
Unfortunately this phrase is usually em¬ 
ployed to describe a subjective assess¬ 
ment rather than a real value, i.e.. a 
number based on reproducibly quanti¬ 
fiable measurements. 

The absence of a reasonable procedure 
that can be used to objectively compare 
the relative effectiveness and safety of 
different dosage forms, tablet strengths, 
dosage regimens or different therapeutic 
indications. e.g.. headache or rheumatoid 
arthritis. Is parti ularly disadvantageous 
in the case of OTC salicylates. This Is due 
partly because of the toxicity potential 
related to the dose dependent saturation 
kinetics of the salicylates and partly to 
the multiplicity of products which con¬ 
tain different amounts of aspirin, at 
different doses and dosage intervals 
There is also no established procedure 
to address the fundamental question re¬ 
garding appropriate criteria to determine 
if the potential risk exceeds the benefit 
when a product is used for seif-medica¬ 
tion. rather than under the supervision 
of a physician or other health profes¬ 
sional. The Panel has attempted to ad¬ 
dress this question in terms of the need 
for additional types of specific monitor¬ 
ing of drug therapy that Ls required lor 
safe use and whether this monitoring 
must be carried out by an individual with 
training beyond that whi :h can be con¬ 
veyed to the average individual through 
labeling Instructions. 

The Panel used the following guidelines 
in an attempt to establish a systematic 
means lor the evaluation of risk to bene¬ 
fit questions. Based upon certain assump¬ 
tions discussed below semi-quantitative 
methods were used for benefit to risk con¬ 
siderations in salicylate dosing. 

In response to the Panel’s various pub¬ 
lic statements, the Panel received sub¬ 
missions. some of which represented con¬ 
flicting views on several of the recom¬ 


mendations of the Panel including the 
need for a standard dosage, the use of 
aspirin for arthritis, and alternative 
regimens for pediatric dosing and dosane 
regimens in which data to support the 
safety of larger dosages than those re¬ 
commended by the Panel w ere presented 
The Panel also received submissions sup¬ 
porting the reom mend at ions of the 
Panel but suggesting that they should be 
more stringent. These submissions were 
considered by the Panel In the recom¬ 
mendations given in this document 

c. Correlation of dose to blood let'ch. 
<1> Maximum safe salicylate blood 
levels. A maximum salicvlate blood con¬ 
centration, termed the steady state blood 
level, is reached and maintained after 
several repeated dosages at periodic in¬ 
tervals (dosage interval during multiple 
dosing). This steady state or plateau 
salicylate blood concentration correlates 
quite well with early signs of dosage re¬ 
lated salicylate toxicity. Tinnitus (ring¬ 
ing in the ears» and deafness which are 
early signs of dose related salicylate tox- 
i:lty. occur above n salicylate concen¬ 
tration of 20 mg/100 ml of plasma. 

The correlation of salicylate blood 
levels with early signs of sallcylism pro¬ 
vides the basis for using the steady state 
plasma levels as a quantifiable means to 
compare the toxic potential of different 
dosage regimens Single dosage and mul¬ 
tiple dosage regimens should result in 
plasma salicylate levels which arc below 
20 mg / 100 ml for 95 percent of the popu¬ 
lation. The mean steady state blood levels 
arc determined by both the total daily 
dosage and the hourly dosage rate. 

The steady state salicylate blood level 
is a function of the total daily dosage and 
the average dosage rate throughout the 
day. Different dosage schedules, e.g-. 650 
mg every 4 hours or 975 mg every 8 hours 
can be* adequately characterized and 
compared In terms of the total daily 
dosage and average hourly rate which is 
the usual maintenance dosage divided 
by the dosage interval. 

(2) Standard dosage. The standard 
upper limit of the Panel's recommended 
dosage regimen for aspirin is 650 nui 
every' 4 hours for six dosages which is 
within the upper limit of 4.000 mg maxi¬ 
mum total daily dosage and 167 mg hour 
average hourly dosage rate. The Panel 
considered this to be the maximum mic 
dosage for the general population. Dos¬ 
age regimens exceeding either this total 
daily dosage or mean hourly rate pro¬ 
vide a significantly greater risk without 
a compensating therapeutic benefit. A 
single dosage of 975 mg provides greater 
benefits to a few' individuals without 
nificimt additional risk. Repeated dosuiB 
at this level can lead to plasma concen¬ 
trations In the range where more than 
percent of the population probobiy ex- 


>criences tinnitus. . . , 

<3* Nonstandard dotage. Nonstaiw- 
ird single Ingredient salicylate P rodu ^T 
ontalnlng nonstandard amounts pe* 
losagc unit should provide dosing 
trueUons limiting the number and aos- 
ige intervals aucli Hint the total da 
io**age and mean hourly dosage rate 
lot exceed the standard 
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In the Pkners opinion, single active in¬ 
gredient salicylate products which con¬ 
tain nonstandard amounts per dosage 
unit provide a greater potential for con¬ 
fusion and thus deviation from the 
standard dosage regimen. How ever, there 
have been no studies designed to evalu¬ 
ate this contention. The Panel concluded 
that the additional risk Is probably mini¬ 
mal provided that the labeling provides 
adequate notice that such products con- 
tun nonstandard amounts per dosage 
unit and thus require dosage regimens 
that are suitably modified so as not to 
exceed maximum daily and hourly dos- 
*ce rates specified by the Panel. Since 
the modified dosage schedules for non¬ 
standard products would be expected to 
provide blood levels and total body salicy¬ 
late levels comparable to those obtained 
with the standard strength products, any 
claim* of greater strength, eg.. adult 
strength. 15 percent stronger than stand¬ 
ard aspirin, would be misleading and in¬ 
correct. 

d Criteria for determining optima! 
dosage regimens. Wagner (Ref. 5> has 
summarised some useful criteria that 
havi' been used to evaluate comparative 
risk to benefit ratios for drugs Listed 
below are those formulae that are appli¬ 
cable to the evaluation of an optimal 
dosage regimen for a given indication or 
relative risk to benefit ratio for different 
therapeutic Indications, e g., use for gen¬ 
eral analgesic effect compared to use for 
anti -inflammatory effect in rheumatoid 
arthritis. Equation ( 1). Ehrlich’s Chemo¬ 
therapeutic Index <ECI>. is generally 
used for a single dosage in animals but 
it can be applied to multiple dosages in 
humans with the following definitions: 

i] /?f7 a ittfafonat therapeutic clow 
maxima] tolerated dose 

limlctxky’* therapeutic ohurartcrotir 

iTc): 

T. 1)1 Qt-Z&D* 

fik" QH 4 2 

Dosage rate producing toxicity to 
2.5 pet of KuhjycU 
l>u>o elective to 97.5 pet nf 
subject* 

Qt and QE are defined as the median 
deluge rate to produce a toxic and ther¬ 
apeutic effect, respectively. In 50 percent 
of subjects. Dt and DE could be a single 
dosage or multiple dosages where differ¬ 
ent dosages are given for a specific dura- 
hon at fixed dosage Intervals. This con¬ 
cept is extended In this document to in¬ 
clude any multiple dosage rate < dosage/ 
wnu ' given for a sufficient time to reach 
steady state or the steady state salicylate 
plasma levels which correspond to toxic 
or therapeutic effects. 

PI Q<~2 8t 
litT QH ? 2 S K 

Qt and QE are defined as the dosage to 
PWuce either a toxic effect or a thera¬ 
peutic effect, respectively, tn 50 percent 
subjects. St and SE represent the 
standard deviation of the distribution 
°* the toxic or effective dosage respec¬ 


tively, which Is usually considered to be 
log normally distributed. Thus Qf-2 St 
will represent the dosage that will pro¬ 
duce toxic effects in 2.5 percent of the 
target population, and QE+2 SE repre¬ 
sents the dosage to produce a desired 
therapeutic effect In 97.5 percent of the 
target population. The addition of the 
statistical estimates of the range of re¬ 
sponses in the target population is a de¬ 
sirable approach to defining a general 
dosage for the total population. As dis¬ 
cussed by Wagner (Ref. 5). the therapeu¬ 
tic Indices of Chen and Jardetzky are 
useful for certain comparisons but do not 
provide a means of determining the op¬ 
timal dosage to be used. 

Wagner (Ref. 5) suggests the mini¬ 
mum loss function of Schneldermen et 
al. as a method to define the optimal 
dosage which minimizes a loss index <L) 
and is defined in terms of a “loss” due to 
the toxicity (q, > and a loss due to failure 
to cure («,) In which q, and q, are 
equated using a weighing factor fx> 
thus: 

LcrU—q.) Xq, 

e. Pharmacokinetic relationships. <l> 
A relationship between dosage and plas¬ 
ma concentrations . Normally for most 
drugs there are linear relationships be¬ 
tween the plasma concentration and the 
variables of the dosage regimen, mg. 
kg *. hour The complex nonlinear ki¬ 
netics of the salicylates negate these 
usual assumptions, however, and care 
must be taken in extrapolating from one 
dosage regimen to another or using the 
same dosage regimen in individuals *bf 
different age or size. Because of the com¬ 
plex nonlinear pharacokinctic character¬ 
istics of the salicylates, comparison and 
adjustment of mutlple dosage regimens 
must be based upon substantial experi¬ 
mental data. 

Unfortunately there are relatively few 
carefully controlled multiplo dosage 
studies providing adequate blood level 
data at different dosage, dosage Intervals 
or different body weights. In many 
studies, the dosage regimens are given 
in different units such as daily dosage/ 
m 1 or mg/kg/4 hours without sufficient 
additional data on the patient charac¬ 
teristics to allow exact conversion to 
comparable units. Differences in the 
number of days the dosage regiment was 
administered and the types of patients 
(rheumatoid arthritics) compared to 
normal subjects also made some pub¬ 
lished data difficult to assess. 

Nevertheless, there are data from 
pharmacokinetic and clinical studies 
which provide a firm basis for establish¬ 
ing a safe and effective dosage regimen 
recommendation consistent with the un¬ 
usual pharmacokinetic characteristics of 
the salicylates. 

On the basis of these studies reviewed 
below, the Panel established standard 
and nonstandard dosage schedules. The 
schedules shown below reflect the Panel's 
recommendations of a minimum initial 
and maintenance dosage of 325 mg <5 
gr>. a maximum initial single dosage of 
975 mg U5 gr) to be used only once, and 
a maximum maintenance dosage of 650 
mg (10 gr> every 4 hours ‘standard) or 


in the case of nonstandard dosage forms 
dosage instruction schedules designed so 
as not to exceed a maximum hourly’ rate 
of 167 mg/hour and a total maximum 
daily dosage of 4.000 mg. The dosage 
schedules are stated in terms of the ini¬ 
tial starting number of dosage units, the 
number of dosage units per time interval 
and the maximum total dosage units per 
day (24 hours). 

(1) Hourly dosage rate . Because of the 
unusual nonlinear kinetics of salicylates, 
some changes In dosage schedules which 
ordinarily would have little or no effect 
on steady state blood levels can result in 
clinically significant changes in the eye 
of salicylates. For example. If salicylates 
behaved like most other drugs which have 
linear kinetics, the mean steady state 
blood level would essentially be the same 
for a total daily dosage regardless of 
whether it is given as four dosages taken 
every' 4 hours only during the day < dosage 
rate is 1.000 mg every 4 hours) or every 
6 hours day and night (dosage rate is 
1.000 mg every 6 hours). In the case of 
salicylates, a change of the hourly dosage 
rate can lead to potentially toxic levels 
and it is necessary to put limits on the 
hourly dosage rate as well as the total 
daily dosage. On the basis of clinical 
data and pharmacokinetic calculations, 
the maximum critical hourly rate is 167 
mg (hour for an adult. 

Tiiis consideration is particularly im¬ 
portant in the case of some currently 
marketed salicylate products containing 
7Lk gr aspirin per dosage unit with a 
recommended dosage schedule of 15 gr 
(975 mg> every 4 hours for four dosages 
during the day. Although the total daily 
dosage Is within recommended limits, 
the hourly dosage rate is 244 mg'hour 
which is 50 percent greater than the 
recommended limit of 167 mg /hour. 

The Panel's evaluation of the safety 
claims for this type of product involved 
the following considerations: 

(a) Evaluation of the assumptions 
used in the submitted computer simula¬ 
tions to justify the safety of this dosage 
regimen (Ref. 6>* 

(b) Evaluation of blood level data 
from the literature in which the same or 
similar dosage regimens were used. 

(c) Benefit to risk considerations re¬ 
garding the use of this dosage schedule 
for analgesic, antipyretic and anti-in¬ 
flammatory effects. 

The Panel concludes that this dosage 
regimen would not provide any signif¬ 
icant Improvement in analgesic or an¬ 
tipyretic effectiveness, but may result in 
increased blood levels at the potentially 
toxic level. The increased blood levels 
may enhance the therapeutic effect in 
rheumatoid arthritis but will be inade¬ 
quate to suppress inflammation in many 
arthritic patients in whom adequate 
plasma levels could have been attained 
under proper professional supervision. 

The significance of small changes in 
the hourly dosage rate can be illustrated 
by consideration of a simplified model 
which assumes that drug elimination 
procedes by a constant rate regardless of 
the dosage Input or plasma concentra¬ 
tion. Although this assumption is not 


FEOERAl REGISTER, VOL 42. NO. 131—fftlOAV, JULY 9. 1977 









35362 


PROPOSED RULES 


strictly true, the apparent rate of elim¬ 
ination is quite constant at the dosages 
and corresponding plasma concentra¬ 
tions where toxicity begins to occur, Le., 
above 20 mg/100 ml. The following 
simple model correlates quite well with 
the published data: 

A=D/q~M 

where A is the rate of accumulation of 
drug in the body per unit time (hour or 
day); D/> is the dosage rate per unit 
time (hour or day); and M is the maxi¬ 
mum elimination rate per unit time. 

The more detailed model of Levy 
(Refs. 7 through 10 > was also used by the 
Panel in computer simulations. 

Levy and coworkers have extensively 
studied the problem of saturable metab¬ 
olism. They have explained many of the 
apparent discrepancies in the literature 
using computer simulations based upon 
the average values of kinetic parameters 
describing saturable metabolism ob¬ 
tained experimentally from healthy vol- 


01) Other factors increasing risk . It is 
emphasized that the upper dosage level 
of 4,000 mg aspirin daily for a limited 
period of time (7 to 10 days) may fre¬ 
quently be below the optimal adult daily 
dosage required for anti-inflammatory 
effects in patients with rheumatoid ar¬ 
thritis but above that needed by the vast 
majority of “normal” adults for occa¬ 
sional use as an analgesic and antipyretic 
agent. This upper dosage was selected by 
the Panel as the upper limit above which 
a significant risk of toxicity increases 
dramatically in the majority of the tar¬ 
get population. Furthermore, in some in¬ 
dividuals other factors may increase the 
risk of exceeding salicylate plasma con¬ 
centrations that are considered safe. 

Any factors, such as diet, diuretics or 
other drugs which may affect the acidity 
of urine will be greatly magnified at the 
4.000 mg daily dosage level. Levy and 
Leonards (Ref. 11) found the average 
salicylate plasma concentration of 13 
normal adults receiving 1 g aspirin four 
times daily (4.000 mg daily > for 7 days 
was 15.0 mg/100 ml plasma (standard 


unteers. These simulations indicate that 
simply by increasing the daily dosage by 
50 percent from 2 to 4 g daily as four 
equal doses every 6 hours, the total 
amount of drug in the body at steady 
state will increase from 1.3 g to 5.3 g. a 
400 percent increase (Ref. 7). 

They also show that the time to reach 
the steady state plateau greatly Increases 
with dosage levels in the OTC range. 
Their simulations show that a dose of 0.5 
g <7 1 ^ gr) when gtven every 8 hours will 
reach a constant maximum level of salic¬ 
ylate in the body (plateau level) of less 
than 0.5 g after 2 days of dosing. How¬ 
ever. If two tablets were taken every 8 
hours, the amount in the body would 
continue to increase for at least 7 days 
reaching a total body load six times 
greater than that reached in the one tab¬ 
let dosage. 

After careful consideration of the vari- 
out risk factors discussed above, the 
Panel developed the following table for 
standard and nonstandard dosage units: 


deviation is 4.6) if urine pH wc.: kept 
above 6.2 by adminlstr&won of sodium 
bicarbonate. When urine pH was allowed 
to fall to the usual range below 6 (5.6 to 
6.1), the average plasma salicylate levels 
Increased to 27.0 mg/100 ml (standard 
deviation is 7.9) which is above the de¬ 
sired level to avoid ototoxicity. 

It should be noted that the plasma sa¬ 
licylate level of 27 mg/100 ml but not the 
level of 15 mg/100 ml would usually be 
suitable for treatment of rheumatoid ar¬ 
thritis. Thus, subtherapeutiC levels might 
occur in patients who were adjusted to a 
dosage satisfactory at normal pH levels 
but greatly reduced If the patient also 
was taking antacids which increase the 
urine pH. For this reason. Levy and 
Leonards (Ref. 11) recommend that 
in the treatment of rheumatoid arthritis 
the urine pH should be routinely moni¬ 
tored particularly if antacids are being 
taken. 

The data of Brewer (Ref. 12) illus¬ 
trates several potnts which form the ba¬ 
sis of the Panel’s recommended dosage 
schedule. In this study, 32 children rang¬ 
ing in agq from 2 to 15 years with rheu¬ 


matoid arthritis (mean age 9.4 year^) 
were given a dosage of aspirin based 
upon the body surface area. A dose of 
800 mg/m* aspirin was given every 4 
hours for four doses and no drug was ad¬ 
ministered during the night. During the 
first 12 hours this hourly dosage rate 
(200 mg/hour/m') resulted in a mean in¬ 
crease In the steady state plasma concen¬ 
tration from 35 mg/100 ml at 8 a m ;o 
48 mg/100 ml at 8 p.m. Thus, the r.et 
plasma concentration accumulation rate 
• A ) was 4-10 mg/L/hour during a dosage 
input of 200 mg/hour/m ! . and -10 mg 
Lf hour during zero Input. Therefore, 
during dosing the values of the equation, 
(dC/dt> Vd-D/v/m'—Vm, are *10mg i 
hour) Vd-200 mg/hour/m T —Vm. and 
during the second 12 hour period of zero 
input (—10 mg/L/hour) Vd - — Vm. The 
apparent volume of distribution < Vd > can 
be calculated from the equation 2(10 mg 
L/hour > Vd - 200 mg/hour/m*. Therefore. 
Vm -100 mg/hour/m*. If the mean dos¬ 
ing rate exceeds 100 mg. hour m , the 
plasma concentration will not reach a 
plateau but will continue to increase dur¬ 
ing dosing for the entire 10-day doling 
period. 

It is important to note that the maxi¬ 
mum safe rate determined in this study 
for an average adult of 1.73 ra J surface 
area is 173 mg/hour which is only slightly 
higher than the upper hourly rate rec¬ 
ommended by the Panel. 

The Brewer study also Illustrates the 
effect of using a dosage regimen in which 
the hourly rate exceeds the maximum 
elimination rate for part of the day even 
though the total dosage is below t the crit¬ 
ical daily dosage. The hourly rate was 
200 mg/hour/m* for 12 hours during the 
day and during the second 12 hours the 
rate was zero. Although the mean hourly 
rate was 100 mg/hour/m*. the daily 
dosage is also Just below’ the maximum 
rate. The Increased hourly rate in the 
first 12 hours results In a plasma accu¬ 
mulation from 36 mg/100 ml. the upper 
desired therapeutic level for rheumatoid 
arthritis, to 48 mg/100 ml which is in the 
potentially toxic range because the 
dosage used by Brewer was on the aver¬ 
age just equal to the mean maximum 
elimination rate for this group 

It would be expected therefore that the 
maximum Individual elimination rates 
will be just above and below’ this stand¬ 
ard dosage input rate and therefore the 
range multiple dose plasma concent ra¬ 
tion will be very large. This is in fact the 
case. The plasma levels range from 14 
mg/100 ml to 62 mg/100 ml at 8 am 
and 27 mg/100 ml to 77 mg 100 ml at 
8 p.ra. for this dosage regimen. 

For these children, the mean dosage 
calculation from body weight was 33 8 
mg/kg (standard deviation is 5.3 >. and 
therefore, the ratio of body weight to 
surface area was 23.7 kg/m r (standard 
deviation Is 5.3). Therefore, the mean 
maximum dosage per kg of body weight 
for this group would be* 


Relationship between dosage unit, frequency and hourly dosage rate 


Dosage unit 1 



Dosage 

Hourly 


(mggr) 

Initial dosage units > 

Frequency * (tablet*;hours) 

ui.lt* day • 

dotage rate 

s 

(mg) 

(tablets mg) 

- (sogjtMiiri 

«J> (5) 

2 to « ((W) to 075). 

... 2 after 4 . . 

12 (3. W0) 


l<3 

400 f«l IA) 
421 f(l4M 

1 to 2 (4TO to H00). 

1 to 2 (471 to M2). 

... 1 after S..... 

9 (J.WI 

0 (a. 789 


I5B 

140 

4A5 (7.46) 

1 to 2 (4W to 270). 

... 1 after 4 or 3 after 6. .. . 

* rxwni 


122 



# <l.4on) 


i'.J 

.*» f7.«0 

1 to 2 (200 to 1.000)... 

.1 after 3 or 2 after 0. 

* (4.oon) 


187 

«0 <10) 

1 «W). 

... 1 after 4.. . 

8 (4,000) 

• (A WO) 


167 

HR 


» The amount of aspirin rontaJnrd in a single droar* unit (tahjet). 

»Th« maximum number of dc-Nure units (tablet*) (hat earuwt be oxorcdwl when dosing it Initiated. 

»Tbe number of dosage unite (tablets) per time Interval (number of tablets taken aftrr earh time tuterral (hours) 
for repeated dosing). 

• The maximum total number of dosage units (tablets /rat)) that cannot be exceeded* u 24 boars regardtett of the 
initio) number of tablet* taken or lb* frequency of moated dotring. 

• The amount of arplrtn f milligram) taken at each time interval divided by the number of houn In • time Interval 
gives tbe hourly dosage rate. 
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100 mg'hour/m 1 2 
23.7 kg/km 


rag/hour/kg or 


33.8 mg,leg 



Prom the study of Makela et al. < Ref. 
13>. it is clear that use of body weight to 
determine the dosage In children can be 
misleading and lead to toxicity because 
the ratio of body weight to surface area 
changes with different age groups. The 
average kg/m* ratio for this group of 
children was 23.7 kg/m* but would be 
about 40 kg/m* for an adult. When sur¬ 
face area is used to calculate the equiva¬ 
lent dosage for adults a maximum hourly 
input rate for a 70 kg adult (1.73 m') 
would be 173 mg/hour which is in good 
agreement with the maximum hourly 
rate (167 mg/hour) recommended by the 
Panel. If body weight is used to calculate 
the adult dosage, the corresponding 
dosage would be 7.000 mg 'day or 280 mg/ 
hour. 

Dosage forms which contain more than 
10 gr must be taken at intervals which 
will generally not sustain blood levels un¬ 
less the plasma levels are above 20 mg/ 
100 ml (Ref. 14) . They are therefore Jus¬ 
tified only for treatment of rheumatoid 
conditions under the direction of a phy* 

Relation thip between dosage and dr^age 
dosage rote*) to stem 


C if 

= -p'- *4.2 mg hour, leg or 101.4 mg/kg/dAy. 

siclan. Most of the sustained release type 
microspherules do not significantly pro¬ 
long the release of the drug. Thf* plasma 
sustained levels are more a result of the 
prolonged duration in the body rather 
than delayed release during absorption 
(Ref. 15). 

(ill) Change of dosage Interval with 
constant daily and hourly dosage rates. 
Because of limited published data, the 
Panel used analog and digital compujer 
simulations to study the effect of in¬ 
creasing the dosage Interval when the 
daily and hourly dosage rates were main¬ 
tained constant at the recommended 
level of 4,000 mg daily and 187 mg hourly. 
The total amount of salicylate In the 
body at steady state was similar at clin¬ 
ically realistic dosage Intervals of 3 to 
8 hours. The maximum amounts of drug 
in the body and plasma concentrations 
Just after dosing and the minimum con¬ 
centrations Just before dosing at steady 
state that were obtained using the model 
and average values given by Levy and 
Tsuchiyn (Ref. 7) are shown below: 

nterval (with constant dally and hourly 
y state concentration 


Domc* 
M :w 

(hour*) 


Awajc* clout* 
rat* email- 
gnuiwhour) 


Total daily 
dosaw <ratlU- 
gmn> ant) 
numbrr of 
unit* 
prrdtjr 


Steady cut*: Total body toad afar 
$ days 


Maximum Minimum 

amount amount 

In body In body 

(mitberam) (mitUcrans) 


.r.HLlfrmtu): 


From these simulations, it appears 
that as long as the total daily doae and 
the mean hourly dosage regimen are 
kept constant, reasonable increases in 
the dosage interval of 3 to 8 hours will 
not greatly Increase the total maximum 
and minimum body load of salicylates at 
steady state. As the dosage interval is 
increased from 3 to 8 hours, the differ- 
eiicc between the total maximum and 
minimum amounts of salicylate In the 
body is less than 10 percent providing 
the dosage per dosage interval in also 
adjusted to maintain the same average 
dosage rate every hour. 

• ivi Maximum safe single dosage . 
pie Panel concludes that a large adult 
dosage of 975 to 1,000 mg may provide 
increased therapeutic benefit in some 
cases without significantly increasing 
the probability of toxicity provided that 
tne dosage is administered only once as 
* single dosage or as the initial dosage 
m a multiple dosage regimen. The use 
°‘ an initial (loading) dosage is a com¬ 
mon practice in designing multiple dos- 
n i rc . Ki; nens * or m ony drugs. The mul- 
dosage regimen results in an ac¬ 
cumulated amount of drug in the body 


is: 

»«7 

1ST 

4,000/24 

4.000/H 

4.000/8 .. 

4.590 

4.472 

4.133 

it : 

Afloat 

4.71* 

3. M2 

1S7 

4.000/3 

4, MS 

*.702 

187 

4,<WI 




at steady state which is greater than 
the amount produced by a single main¬ 
tenance dosage. 

For most drugs which follow linear 
kinetics, the use of a higher initial (load¬ 
ing) dosage permits the desired steady 
slate drug level in the body to be reached 
more quickly without changing the ulti¬ 
mate steady state drug level that is 
reached for a given maintenance dosage. 
For drugs such as the salicylates, which 
follow nonlinear kinetics, the amount of 
the loading dosage Is more critical. If 
the dosage is too large or given repeti¬ 
tively. it may actually Increase the final 
amount of drug in the body at steady 
state that is reached with a given mul¬ 
tiple dosage level. The maximum initial 
dosage recommended by the Panel is 
only for use as a single non re pea ted dos¬ 
age or os the initial dosage used only to 
initiate a multiple dosage schedule. Hie 
recommended maximum initial dosage 
is recommended, therefore, on the as¬ 
sumption that it will be used only once 
as a margin of safety for Inadvertent 
or noncompliant use. Repetitive use of 
the 975 to 1,000 mg maximum single dos¬ 
age at the usual dosage intervals would 


significantly increase the dosage rate 
and. therefore significantly increase the 
risk relative to any possible increase In 
analgesic or antipyretic effect 

The maximum single dosage was se¬ 
lected as the single dosage which pro¬ 
duces salicylate plasma levels (6 mg/100 
ml to 10 mg/100 ml) comparable to 
those achieved by the minimum dosage 
(325 mg) in a standard multiple dosage 
regimen known to be effective and free 
of major side effects. Thus, the maxi¬ 
mum single dosage will produce rapid 
Increase In plasma levels In multiple 
dosing which can be maintained by 
smaller dosages of 325 to 650 mg given 
every 4 hours. 

Leonards (Ref. 15) found that com¬ 
parable plasma salicylate levels of less 
than 10 mg/100 ml were produced by 
administration of 1,300 mg (20 gr) as¬ 
pirin In three different ways. A total of 

1.300 mg was given as a single dosage of 
one 1,300 “sustained release" capsule, a 
single dosage of four 325 mg tablets and 
two dosages of two 325 mg tablets (650 
mg) given 4 hours apart. 

The maximum Plasma concentration 
time curves following one 1.300 mg dos¬ 
age were similar for the sustained- 
release product and the large dosage of 
regular aspirin. Thus, the microsphere 
aspirin product did not produce a sus¬ 
tained plasma level due to a prolonged 
release or decreased absorption rate but 
simply because of saturated elimination 
which occurs independent of the product 
used. 

The larger single dosage resulted in a 
greater total area under the plasma time 
curve than the divided dosage. The in¬ 
crease in the total area under the plasma 
time curves even though these regimens 
have the same total dosage and hourly 
dosages illustrates the effect of saturable 
metabolism which augments plasma 
levels from a large single dosage com¬ 
pared to the usual 650 mg (10 gr) . The 
plasma concentrations were essentially 
the same, 8 hours after the initial dosing 
in both cases Eight hours alter the 
initial dosing, both dosage schedules re¬ 
sulted in essentially identical plasma 
levels of about 5 mg /100 ml. This may 
indicate that a dosage schedule of one 

1.300 mg (20 gr) capsule every 8 hours 
could possiblv produce blood levels that 
would be probably equivalent to blood 
levels produced by a standard dosage 
regimen of 650 mg (10 gr) dosage every 
4 hours since the hourly rate is the same 
167 mg/hr. Although the final plasma 
concentrations are similar, the increased 
area under the curve for the higher dos¬ 
age mav indigate potential differences in 
the two regimens, however. Additional 
data on the mean plasma levels and vari¬ 
ability about the mean after several days 
of multiple dosing arc required before 
the 1,300 mg (20 gr) capsule can be con¬ 
sidered a safe dosage form for OTC anal¬ 
gesic and antipyretic use. The Panel Is 
concerned that while this dosage form 
mav be appropriate for treatment of con¬ 
ditions requiring high dosages such as 
arthritis, it offers no advantage in the 
treatment of pain or fever. It lacks flexi¬ 
bility when adjusting dosages. 
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<2» Relationship between plasma con¬ 
centration <and dosage* and toxicity. 
Although It has not been possible to es¬ 
tablish the plasma levels of aspirin or 
salicylic acid required for analgesic ef¬ 
fects. estimates are available on the blood 
levels associated with several types of 
toxic effects. 

The levels of aspirin following usual 
dosages of 600 mg are relatively low <2 
mg/100 ml> and decline rapidly «half- 
life about 20 to 40 minutes). Aspirin 
levels have not been correlated with 
toxicity Plasma levels of salicylic acid, 
however, correlate well with probability 
of toxicltles. 

Tinnitus is the most frequent and re¬ 
liable symptom of sallcyllsm which oc¬ 
curs at salicylate levels of about 20 mg/ 
100 ml. Other early symptom s of salicyl- 
ism include deafness, headache, vertigo, 
vomiting and hyperventilation. Above 30 
mg '100 ml. irritability and psychosis may 
occur <Ref. 16). A target concentration 
of 20 mg/100 ml for the treatment of 
rheumatoid arthritis is usually sought in 
the treatment of adults while children 
can often tolerate higher doses <30 mg/ 
100 ml) In the treatment of rheumatoid 
arthritis, but monitoring for toxicity is 
essential (Refs. 17 and 18). Children 
often develop other symptoms (nausea, 
hyperventilation) before experiencing 
tinnitus (Refs. 13 and 17). 

Done found a very poor correlation 
between serum salicylate concentrations 
at the time of admission and the severity 
of salicylate intoxication (Ref. 19). The 
serum salicylate concentrations were ex¬ 
trapolated back to the time of ingestion 
<&>. assuming a half-life value of 20 
hours (kn0.03465 hour), and a much 
better correlation was observed. Of addi¬ 
tional significance was the fact that the 
correlations were similar for both chil¬ 
dren and adults indicating that serum 
salicylate concentrations may provide a 
reasonable basis for comparing the po¬ 
tential of different dosage regimens to 
produce toxicltles in adults and children. 

The reversible effects of salicylates on 
hearing function appear to be the earliest 
and most useful indicators of toxic salic¬ 
ylate serum levels. Although permanent 
hearing loss has occurred with the use 
of salicylates (Ref. 20), this is relatively 
uncommon. Since the great majority of 
effects are rapidly reversible and corre¬ 
late quite well with individual plasma 
levels except for patients who arc already 
deaf, the incidence of tinnitus and com¬ 
mon reversible hearing loss are the most 
reliable and earliest indicators of poten¬ 
tially toxic doses. 

Salicylates can produce two effects on 
hearing function, tinnitus which is a 
ringing sensation, and deafness which in¬ 
volves a reversible loss of pure tone sen¬ 
sitivity affecting all freouencies. Roth 
effects correlate with individual serum 
salicylate concentrations. 

Progressive loss of the sensitivity to 
hear pure tones was demonstrated in vol¬ 
unteers receiving doses of three tablets 
(975 mg) every 4 hours (244 mg/hour) 
for 4 days (Ref. 21). 

Similar effects of increasing aspirin 


dosage on actual hearing loss were 
studied by Myers et al. (Ref. 22). Audio- 
metric measurements were made before 
and after administration of aspirin to 25 
patients. 

Myers et al. found that a dosage of 
5.000 to 8.000 mg of drug was usually 
necessary to produce tinnitus and subject 
hearing loss (Ref. 22). In patients with 
normal hearing, high salicylate concen¬ 
trations produced a bilateral hearing loss 
of 20 to 40 decibels for all frequencies 
which were reversible in all patients 
within 3 to 10 days. 

Hearing loss did not occur below salic¬ 
ylate plasma concentrations of 20 mg/ 
100 ml. Seventeen of 21 patients experi¬ 
enced hearing loss of more than 10 deci¬ 
bels (30 to 40 decibels in most) when 
salicylate concentrations were above 20 
mg/100 ml. The hearing loss Increased as 
plasma levels increased. Usually, hearing 
loss reached a maximum at 40 mg/100 
ml. 

The median dose at which tinnitus 
occurs was 4,5 g daily with a range of 
24 to 6.0 g in a study by Ropes (Ref. 
23) and at 5.3 g in the study by Mongan 
et al. (Ref. 24). Neither tinnitus nor 
deafness occurs at salicylate levels below 
20 mg/100 ml w^hich is greater than re¬ 
quired for analgesia and antipyresis for 
95 percent of patients. 

(3) Relationship between analgesic ef¬ 
fects, dosage and salicylate plasma con¬ 
centrations. Although it has- not been 
possible to relate analgesic effect with 
plasma salicylate concentrations, a re¬ 
lationship between oral dose and anal¬ 
gesic effect has been well-established for 
several different types of clinical pain 

In almost all well-con trolled studies, 
analgesic effect cannot be distinguished 
from placebo at dosages below* 325 mg. 
However, higher dosages of 650, 975 and 
1.300 mg have been shown to be sig¬ 
nificantly different from placebo. (See 
Part III. paragraph Bl.a.(l) below— 
Effectiveness.) Dosages above 650 mg do 
not result in a significantly greater inci¬ 
dence or degree of pain relief in most 
studies. In some studies, however, dosages 
of 975 mg (three 325 mg tablets) to 1.300 
mg (four 325 mg tablets) appeared to 
have a greater analgesic effect based on 
dose-response curves which appear to be 
increasing above 650 mg. The difference 
between the larger dosages compared 
with 650 mg generally could not be shown 
to be statistically significant but the ap¬ 
parent increase In the dose-response 
curve above 650 mg dosages suggests that 
greater pain relief may be obtained in 
some Individuals with some types of pain 
with single dosages of 975 to 1.300 mg. 

Although the dose-response curves in 
a few studies suggest that larger dosages 
may produce a slightly greater Incidence 
of analgesia than a 650 mg dosage, there 
are Important limitations in this as¬ 
sumption. 

First, the relationship of increased an¬ 
algesia to increased dosage is not linear 
but. like many drugs, the effect is pro¬ 
portional to the logarithm of the dosage. 
Second, the increase in response is gen¬ 
erally relatively small because the dose- 
response curve is relatively flat requiring 


large increases in the dosage to obtain a 
relatively small increase in analge^r 
response. 

A third consideration is that most 
studies of analgesic effects have involved 
only single dosages. There te relatively 
little information on the dose-respon > 
curves after multiple dosages. 

Although limited, current data ap¬ 
peared to Justify that an initial dosage 
of 975 mg may prove more beneficial than 
650 mg for alleviating pain in a few in¬ 
dividuals. For reasons discussed below, 
an increase in dosage above 650 mg would 
probably not greatly Increase the poten¬ 
tial of systemic toxicity If taken only once 
or twice. If the larger dosage is taken 
according to the usual multiple dosage 
schedule, significantly increased poten¬ 
tial for toxicity will occur. Furthermore, 
there are no data available to show that 
multiple dosages greater than 650 mg 
will provide any greater clinical bene¬ 
fit for analgesic and antipyretic effects 

Although it is not possible at this time 
to correlate analgesic effect with the 
plasma salicylate concentrations, it is 
possible to determine the plasma salic¬ 
ylate concentrations that are attained 
with the dosages known to produce anal¬ 
gesia. Since toxicity correlates with 

e asma salicylate concentrations much 
ttcr than with the dosage of salicylates, 
it is appropriate to determine and com¬ 
pare the toxicity potential of dosages and 
dosage regimens required for a certain 
'therapeutic effect, e.g., analgesic or anti- 
rheumatic effects, by comparing the cor¬ 
responding plasma salicylate concentra¬ 
tions. 

The maximum salicylate plasma levels 
which are achieved with recommenced 
multiple dosages with all different types 
of salicylates are less than 15 mg/100 ml 
(Refs. 15, 25. 26, and 27). Even the high* 
est possible effective single dosage. 1300 
mg (20 gr). doesn't usually result in 
plasma levels which exceed 15 mg, 100 
ml (Ref. 15). Thus, 20 mg/100 ml is both 
the low'er toxic limit and also the con¬ 
centration which should not be exceeded 
with multiple dosing of 650 rag every 4 
hours or the equivalent. However, re¬ 
peated administration of dosages above 
650 mg at the usual dosage interval will 
accumulate In the body to produce 
higher concentrations that can be ex¬ 
pected to produce toxic symptoms in a 
significant number of the population. j e, 
greater than 5 percent of the population. 

(4) Relationship between plasma con¬ 
centrations and anti-inflammatory efltct 
in rheumatoid arthritis . In contrast to 
analgesic and antipyretic efforts, the 
suppression of inflammation increB.^ 
with the dosage of salicylates even be¬ 
yond the point of toxicity (Ref. 28) Mill? 
states that the therapeutic objective if 
to employ as large a dosage as possil 1 * 1 
short of toxicity and the most common 
reason for therapeutic failure is use o( 
inadequate doses. 

The usual target concentration toler¬ 
ated by most patients is the range ol 
20.0 to 25.0 mg/100 ml. This is the region 
where small increases in dosing can re¬ 
sult in very large increases in pla^rr. ) 
levels. Special directions must be given 


FEDERAL REGISTER, VOL 42. NO 131—FRIDAY, JULY I. 1972 





PROPOSED RULES 


35365 


to the patient and. depending on the dos¬ 
age and condition, special monitoring for 
adverse effects may be required and ther¬ 
apeutic doses must be determined for 
each patient. 

Fremont-Smith and Baylcs <Ref. 29 > 
gave increasing dosages of salicylates to 
11 hospitalized patients with rheuma¬ 
toid arthiritis over a period of 5 days un¬ 
til the largest tolerated dose was reached. 
In most cases, the dosage increase was 
stopped because of auditory effects, 
either tinnitus or deafness, which oc¬ 
curred at an average dally dosage of 5.2 
g. Fremont-Smith and Bayles estab¬ 
lished that salicylates produced an im¬ 
portant anti-inflammatory effect in 
rheumatoid arthritis which was in addi¬ 
tion to the analgesic effect. This effect, 
which could be quantitated by decreased 
joint six©, measured by standard Jewelers 
rings, or grip strength, was rapidly re¬ 
versed when subtherapeutic doses were 
.uimUiistered. These authors concluded 
that all patients with active rheumatoid 
arthritis, whether mild or severe, should 
receive salicylates regularly in the larg¬ 
est tolerated dosages. The average maxi¬ 
mum tolerated dosage was 5.2 g. 

Boardman and Hart <Ref. 30) com¬ 
pared placebo with prednisone, parace¬ 
tamol. high dosages of salicylate <5.3 g 
doily). and low dosages of salicvlate <2 0 
g daily) administered in multiples of 10 
gr <660 mg) tablets given in four equal 
doses daily for 7 days followed by 7 days 
rest. Therapeutic response was objec¬ 
tively measured by the occurrence of 
predefined significant changes in Joint 
size, grip strength and also subjectively 
by patient preference. A significant 
change in Joint size <4 mm or more over 
7 days) was produced by high doses of 
salicylates but not by low doses of salic¬ 
ylate, paracetamol or placebo. Changes 
in Joint si 2 e. compared seouenttally with 
placebo, proved the most objective means 
of assessing the anti-inflammatory ef¬ 
fect of salicylates and also prednisone, a 
drug known to have anti-inflammatory 
effects but no significant direct analgesic 
effects It Is significant that the drug 
theraotes with analgesic, but not anti- 
inflammatory effects, such as paraceta¬ 
mol and low aspirin doses, produced 
slight improvements in grip strength 
and patient preference compared to pla¬ 
cebo presumably due to the analgesic 
effects, but had no effect on Joint 
swelling. 

With the high dosage of aspirin (5.3 
K day i improvement of Joint size oc¬ 
curred in 5 of 7 patients <71 percent) in 
the first trial and 7 of 11 in the second 
trial in which the drug was given in the 
first or second week of a crossover study 
with a placebo. The mean decrease in 
Joint size was 5 mm and 4 mm for the 
two studies. In a study in which a low 
dosage of salicylate <2.6 g) was compared 
with a high dosage of salicvlate. im¬ 
provement was noted in 1 of 11 patients 
b. one trial when the low dosage was 
Riven first and 2 of 7 patients when the 
high dosage was given first indicating a 
Possible residual effect of the high dosage 
of salicylate. Tinnitus occurred in 4 of 
18 patients at the higher dosage and in 


none of 33 patients receiving the low 
dosage 

The authors conclude that their study 
confirms earlier reports that according 
to their criteria of objective clinical re¬ 
sponse. anti-inflammatory effects are es¬ 
sentially nonexistent with the lower dos¬ 
age of salicylates used. 

Boardman and Hart (Ref. 30) con¬ 
cluded that "These findings confirm the 
importance of administering high doses 
of salicylates in rheumatoid arthritis ir¬ 
respective of symptoms and their se¬ 
verity if the aim of the treatment is the 
promotion of nonspecific anti-inflam¬ 
matory actions." 

Graham and coworkers (Ref. 31) state 
that inadequate suppression of inflam¬ 
mation of rheumatoid arthritis com¬ 
monly occurs where salicylate plasma 
levels fall below IS mg/100 ml. In a study 
of 12 hospitalized patients with rheu¬ 
matoid arthritis in which a 4.8 g daily 
dosage was given and patient compli¬ 
ance and drug bioavailability carefully 
supervised, assured therapeutic plasma 
levels (greater than 15 mg/100 ml) were 
not reached in eight patients (67 per¬ 
cent). TTie maximum average midday 
plasma concentration after several days 
dosing was 12.6 mg/ml with a range of 
5.5 to 27.6 mg/100 ml. Low levels of salic¬ 
ylate in these patients were stated to 
be due to rapid elimination, large volume 
of distribution or both. Concomitant ad¬ 
ministration of corticosteroids was also 
Identified as a factor which might be 
involved in inadequate therapeutic plas¬ 
ma levels on long term therapy even 
though high dosages were given <3.6 to 
4.8 g daily). 

In summary, on the basis of phar¬ 
macokinetic considerations, the Panel 
concludes there is an abundance of pub¬ 
lished literature which clearly establishes 
that self-medication of even minor symp¬ 
toms of rheumatoid arthritis con¬ 
stitutes Irratlonil therapy. There is a 
greatly Increased risk relative to benefit 
that would result from any attempts of 
untrained laity to determine and moni¬ 
tor an individual dosage regimen re¬ 
quired to maximize the great potential 
benefit from dosages adequate to sup¬ 
press Inflammation and minimize the 
great potential risk from only slightly 
higher dosages which can cause serious 
toxicity. 

The available literature clearly shows 
that in the case of rheumatoid arthritis, 
aspirin should not be used simply to re¬ 
lieve symptoms but rather to actively 
treat the disease by giving individual¬ 
ized dosages adequate to suppress in¬ 
flammation. Because of the unusual 
pharmacokinetic characteristics of the 
salicylates only recently recognized, the 
determination of the appropriate dosage 
for rheumatoid arthritis requires skilled 
professional assistance Furthermore, 
dosages and duration of therapy required 
for adequate therapeutic treatment are 
greater than those considered safe for 
unsuoervlsed OTC dosing. Many factors 
must be considered beyond the capability 
of the general population and indeed re¬ 
quiring skilled clinical Judgment and as¬ 
sessment. 


In some cases, careful monitoring is 
required involving clinical laboratory 
tests, such as determination of plasma 
salicylate concentration, liver function 
tests and urine pH, which are not ac¬ 
cessible to or Interpretable by the un¬ 
trained general population. 

The Panel, therefore, believes that 
any labeling which encourages unsu¬ 
pervised treatment of rheumatoid arthri¬ 
tis even for relief of "minor symptoms" 
constitutes an unacceptable risk. The 
Panel recognizes that because of the 
large dosages required over a long period 
of time, it would create an unnecessary 
economic hardship to require a prescrip¬ 
tion status for the use of salicylates in 
the treatment of rheumatoid arthritis. 
By analogy, insulin can be purchased by 
diabetics without a prescription for 
medically supervised use. It would be ir¬ 
rational. however, to suggest that the 
labeling directions or promotional mate¬ 
rial should encourage the target popu¬ 
lation to determine the dosage to relieve 
their symptoms or attempt to monitor 
the effects of their drug treatment or 
their disease progress without laboratory 
testing and supervision by a physician. 
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2 Statement on standard and non¬ 
standard nonsalicylate dosage schedules . 
The components of a salicylate dosage 
schedule also apply to a nonsalicylate 
dosage schedule. <8ee part IL paragraph 
E.3. above—Analgesic-antipyretic recom¬ 


mended dosage.) Dosage schedules for 
the use of aspirin, a salicylate, in stand¬ 
ard and nonstandard dosage units, were 
discussed above by the panel. The Panel 
also considered dosage schedules for the 
use of acetaminophen, a nonsalicylate, 
in standard and nonstandard dosage 
units. 

There was much less information 
available to the Panel on the pharma¬ 
cokinetics of acetaminophen in animals 
and man than of aspirin. However, there 
Is good evidence that the pharmacokinet¬ 
ics of this drug are simpler than those 
for aspirin, and acetaminophen probably 
shows linear kinetics. However, the Panel 
finds it reasonable to recommend the use 
of acetaminophen in the same dosages as 
those recommended for the use of stand¬ 
ard aspirin dosage units, l.e., 325 and 650 
mg. (See part n. paragraph E.3.b. 
above—Recommended dosage for prod¬ 
ucts containing standard dosage units.) 

Of particular concern to the Panel in 
considering the possibility of increasing 
the dosages of acetaminophen was the 
paucity of data regarding the toxic effect 
of acetaminophen from single dosages 
that exceed the dosages recommended 
for chronic use of the drug for longer 
than the 5-day Interval in children or 
the 10-day interval in adults, or from 
dosages that exceed the maximum adult 
daily dosage of 4.000 mg. Elsewhere in 
this document the Panel has discussed 
the toxicity of acetaminophen and its 
relationship to dosage level. (8ee part 
III paragraph B.l.b.<2) below—Safety.) 

UntU data based on clinical efficacy 
studies and appropriate toxicological 
studies are avaUable to justify an in¬ 
crease in the dosage of acetaminophen, 
the Panel believes it unwarranted to in¬ 
troduce dosages that exceed those rec¬ 
ommended for aspirin. Also, the Panel 
concludes that only nonstandard dosage 
units of 500 mg may be recognized for 
acetaminophen in addition to the stand¬ 
ard dosage unit of 325 mg since the Panel 
is unaware of any other nonstandard 
dosage unit currently available in mar¬ 
keted adult strength products containing 
acetaminophen as the single active in¬ 
gredient. Therefore, regarding the dos¬ 
age schedule for acetaminophen in non¬ 
standard dosage unit of 500 mg, the 
Panel concluded that the same dosage 
should apply to acetaminophen as that 
recommended for the use of nonstandard 
aspirin dosage unit of 500 mg. (See part 
n. paragraph E.3.c above—Recom¬ 
mended dosage for products containing 
nonstandard dosage units.) 

3. Statement on children's dosage, a. 
Introduction. The Panel has reviewed 
OTC drug labeling for currently mar¬ 
keted products containing aspirin. The 
Panel finds that Uierc is a lack of a sin¬ 
gle recognized pediatric dosage sched¬ 
ule. Initially, the Panel attempted to 
compile a pediatric dosage schedule 
based upon common features of dosage 
schedules presently found in the label¬ 
ing of marketed pediatric products. This 
representative dosage schedule is given 
below in Pediatric Schedule A. 

The Panel also sought comments from 
the drug industry, through the industry 
liaison Panel member, regarding a rec¬ 


ommended pediatric dosage regimen for 
aspirin products. One drug manufac¬ 
turer (Ref. 1> submitted data containing 
a review of the medical literature re¬ 
garding pediatric dosages of aspirin, 
survey information on the aspirin dos¬ 
ages currently used by practicing pedia¬ 
tricians and data pertaining to the phar¬ 
macology and pharmacokinetics of as¬ 
pirin dosages through consultation with 
pediatric clinical pharmacologists. In ad¬ 
dition. a new regimen was proposed by 
the drug manufacturer discussed belo* 
as PcdiHric Schedule B. 

To support the submission, data and 
comments were presented that the cur¬ 
rently labeled OTC pediatric dosage 
schedule (Pediatric Schedule A) is in¬ 
adequate (Ref. 2>. It was stated that the 
dosage in the labeling is too low par¬ 
ticularly in the youngest age group. Be¬ 
cause of this, therapeutic failure may 
cause consumers to either exceed the 
labeled dosage or repeat dosing before 
the recommended 3-hour interval. This 
was proposed to the Panel as a cause for 
overdosing. This new dosage schedule 
was proposed to prevent the problem of 
overdosing by initiating treatment with 
an adequate dosage and then repeating 
after 4 hours to maintain the desired 
effect „ 

The Panel further modified this pro¬ 
posal (Pediatric Schedule C) which is 
discussed more fully below. It should 
further be noted, that based upon a re¬ 
view of the use of aspirin in children, 
the Panel also considered the pediatric 
dosage schedules for acetaminophrn. 
aspirin salts, and all other salicylates. 
While not included in the example for 
aspirin in Pediatric Schedule C. the 
Panel has included appropriate pediatric 
dosage recommendations for Category I 
ingredients, where applicable. In the ap¬ 
propriate sections of this document. 

b. Discussion . The following dosage 
schedule based upon current recom¬ 
mendations given on many aspirin-con¬ 
taining products currently marketed for 
OTC use, was initially considered by the 
Panel: 

Pcdlatrfc schedule A—representative cur¬ 
rent pediatric dosage schedule on mar¬ 
keted products for SI mg (IJt^S gt) 
aspirin tablets 



Number 

tabled 

Total 


taken 

■Bj . 

cBw- 

•tarns ) 

Ac* (year*) 

every 1 h 




1 

*1 

162 

WJ 

2-4 

4 through . 


2 

6 through 9. 


3 

10 through 14. 


4 



t Af 61 reeled by physician 


As was pointed out by one drug man u * 
facturer, this dosage schedule was se¬ 
lected primarily on the basis of safety 
considerations to assure minimal poten¬ 
tial for toxicity, particularly in Uie 
youngest group < Ref. 1 >. 

In a survey of 2,241 pediatricians re¬ 
garding the current pediatric doease 
schedule on marketed products of 
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pirln tablets described in the above table, 
2 202 < approximately 94 percent) stated 
that the labeled dosage is sub therapeutic 
• Ref. 1). Further. 72 percent believed 
that the labeled frequency of every 3 
hours Is too frequent a dosing Interval. 
In addition, 78 percent of the physicians 
indicated that they usually use age as 
the basis for determining the appropriate 
aspirin dosage for their patients while 
21 percent utilize body weight as the 
basis. In most cases, a dosage of 65 mg 
<1 gr) per year of age every 4 hours as 
needed was the preferred dosage sched¬ 
ule. 

The medical literature lists many 
methods of calculating dosages based on 
either age. body weight or body surface 
area Several clinical studies have been 
cited supporting the efficacy of aspirin 
dosage based on age (Ref. 1). Standard 
references such as AM A Drug Evalua¬ 
tions utilize the body weight of the child 
in a recommended schedule of 65 <mg 
< 1 rt> /kg of body weight dally, divided 
into four to six equal dosages (Ref. 3). 
In addition, body surface area has been 
used, for example 1.6 g/m 1 of body sur¬ 
face daily has been recommended. The 
official pediatric analgesic-antipyretic 
dosage in the United States Pharmaco¬ 
peia XIX is 11 mg/kg of body weight (64 
mg kg/dav) or 250 mg/m* of body sur¬ 
face. six times dally (1.5 gm/mVday>. to 
16 mg/kg of body wxight ( 64 mg/kg/dav) 
or 375 mg/m* <1.5 mg 'mVday), of body 
surface, four times daily (Ref. 4). In this 
latter case, the official comoendial regi¬ 
men is based on patient parameters not 
likely to be understood by the consumer 
and in the Panel’s view is inadcauate for 
product labeling. However, as noted later, 
dosage by age is pronortional to dosage 
regimens calculated by surface area up 
to nee 12 years. Therefore, age can be 
used to indicate dosages based upon sur- 
fare area calculations. 

One drug manufacturer (Ref. 1) 
states "based on available data, the best 
such basis for an effective theraoeutic 
dc^age for fever and r»ain in children ed- 
pears to indicate 10 to 15 mg of asoirln 
Per kg of body weight every 4 hours as 
required (not to exceed 5 doses uer 24 
hours> unless directed otherwise by a 
phvsician.** ThU schedule has been re¬ 
ported as effective (Refs. 5 through 9) 
and is similar to th«t found in th* dos¬ 
age for bndv weight recommendation of 
the United States Phamacrweia XIX 

The Panel considered the following 
f*distric dosage schedule proposed by 
industry: 

Pfriintrie *chedu>e R—drug iedu'trp pro- 

P' ,m nt for pediatric dotage* far HI mg 
1 *•» gr) a*p(rin tablet* 


Number T<rtnl 

Art* Ublrtt 4o*mr» 

taken (mill I* 

every 4 h » gram*) 


i. 

JtkfptuhS 

•SSL::: 


(n 


2 

3 

4 

5 

6 
S 


t« 
MS 
324 
40ft 
A*6 
S48 


t dosa^M in *4 h except under the ad 
and mperviUoti ot a iitiyxicUn. 

4 A* duectad by phyticijui. 


The published results of two studies 
comparing the antipyretic effect of a sin¬ 
gle dosage of acetaminophen with the 
antipyretic effect of n single dosage of 
aspirin were also submitted to the Panel 
(Refs. 10 and 11). The comparison was 
made in children between the ages of 6 
months and 72 months (6 years). For 
the same age groups, the acetaminophen 
dosages were approximately the same as 
the aspirin dosages. For example, the 
dosages for children 70 to 48 months of 
age in one study were 225 mg and 240 
mg aspirin and acetaminophen, respec¬ 
tively (Ref. 10). In the second study, the 
dosage for children 30 to 42 months of 
age was 180 mg for both aspirin and 
acetaminophen (Ref. 11). These pediatric 
dosages are higher than the currently 
recommended dosages for this age group 
in the labeling of marketed aspirin-con¬ 
taining products. 

The Panel also considered the dosage 
of salicylates for individuals 12 years 
and over as equivalent to adult dosages, 
a concept accepted by the Advisory Re¬ 
view Panel on OTC Cold. Cough, Allergy, 
Bronchodllator and Antiasthmatic Prod¬ 
ucts. as published in the Federal Reg¬ 
ister of September 9. 1976 <41 FR 
38419). This would conform to the dos¬ 
age schedules for other therapeutic 
agents which are used in combination 
products with salicylates. The Panel con¬ 
cludes that because of the unusual phar¬ 
macologic characteristics of the salicyl¬ 
ates. an adult dosage schedule would 
result in an unwarranted risk potential 
in children under 12 years of age. The 
data of Makcla ct al, (Ref. 12) clearly 
establish the potential for overdosing in 
children weighing more than 40 kg If 
inappropriate schedules, based upon 
children’s weight, are used. 

The Panel appreciates the desirability 
of standardizing the percent of the adult 
dosage required for different age ranges. 
Ideally, it would be advantageous to es¬ 
tablish the pediatric dosage for a given 
age range as the same percent of t he 
adult dosage as for drugs commonly used 
together. This is possible, however, only 
when these agents have similar changes 
in pharmacokinetic and dose-response 
characteristics as a function of increas¬ 
ing age. When two or more therapeuti¬ 
cally active agents are used which do not 
have proportional changes in their dos¬ 
age requirements for children in differ¬ 
ent age groups, fixed combinations may 
not be suitable for pediatric use. In some 
cases, the dosage of one or both agents 
may be different in the combination 
than when used alone. The dosage regi¬ 
men would have to be adjusted relative 
to the agent of highest potential toxicity. 
The pediatric dosage of aspirin as a per¬ 
cent of the adult dosage regimen is listed 
below. The pharmacokinetic basis and 
clinical data supporting the recommend¬ 
ed dosage regimen were discussed else¬ 
where in this document. <See part n. 
paragraph F.l. above—Statement on 
standard and nonstandard salicylate 
dosage schedules.) 

As noted above, the Panel originally 
considered the currently used dosage 
regimen for marketed products (Pedi¬ 
atric Schedule A) but later considered 


industry’s proposed regimen (Pediatric 
Schedule B) because the doses in the 
former are too low at low r er ages. The 
latter schedule is based essentially upon 
the commonly used dally pediatric dos¬ 
age of 65 mg/kg of body weight with a 
maximum of five dosages daily. It is com¬ 
monly stated that this dosage is equiva¬ 
lent to a li g/m* dally dosage schedule 
based upon surface area. This is strictly 
true only at the ages (years) when the 
average surface area Is 1.5 m*. It is sig¬ 
nificant to note that after the age of 7 
years, the weight increase is much 
greater than the increase in surface 
area. Therefore, after the age of 7 years, 
dosages based upon body weight will be 
greater than dosages based upon surface 
area. 

The increasing deviation of body 
weight per age curve from the surface 
area per age curve may result in over¬ 
dosing toxicity particularly in older 
children (body weight of 40 kg or more). 
This effect is clearly shown in the data 
of Makela et al. (Ref. 12) In which 100 
mg/kg daily w as administered every 8 
hours. This dosage regimen generally 
resulted in plasma levels of 24 to 27 mg 
percent which is adequate for patients 
with rheumatoid arthritis but excessive 
for analgesic-antipyretic effects. Addi¬ 
tionally, in 7 of the 19 sublet (37 per¬ 
cent) , toxicity occurred which was asso¬ 
ciated with plasma levels of more than 
35 mg percent (37.3 mg percent to 48.3 mg 
percent ). In 50 percent of toxic cases, the 
patients w^ere 11 years of age or older and 
weighed more than 40 kg. The 100 mg/kg 
schedule, therefore, is not suitable if it 
results in a schedule in which 3.0 g/m* 
daily is exceeded since every toxic case 
received dosages of more than 3 0 g/m* 
dally w hile those who were nontoxic re¬ 
ceived a dose of 2 4 g/m* dally. 

This study illustrates several impor¬ 
tant points. First, body surface area is 
the most accurate predictor of dosage. 
There are two other reasons why the 
Panel believes that body surface area 
should be the standard means of cal¬ 
culating the salicylate dosage. The rea¬ 
son that the prediction of toxicity can 
be better done by dosing on the basis of 
surface area rather than body weight is 
clear from basic pharmacokinetic data. 

Accumulation of drugs and toxicity oc¬ 
cur when dosage Input exceeds maximum 
output. Levy has shown that maximum 
output of salicyluric acid, the primary 
metabolite, is formed at a maximum rate 
(Vmax) which is proportional to body 
surface area (Ref. 13). Even though all 
subjects In the Makela study received 
usual rheumatoid arthritis dosage sched¬ 
ules of 100 mg/kg, salicylate levels w f ere 
too high because the input calculated on 
a weight basis (D —100 mg/kg daily) 
was greater than 3.0 g/m 1 daily when 
calculated on the bisls of surface area; 
greater than the maximum output of 3.0 
g/m* daily found by Makcla (Ref. 12) 
and also derived by the Panel from the 
data of Brewer (Ref. 14) . 

A second reason for calculating dosing 
regimens on the basis of surface area 
Is that the body surface area is essen¬ 
tially (linearly) proportional to age for 
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children from ages 3 to 12 years. Body 
weight is a nonlinear function of age. 
however, in ages over 7 years. This ex¬ 
plains the preference of the majority of 
clinicians for a dosing system based upon 
age. 

Based on these pharmacokinetic con¬ 
siderations and clinical data, the Panel 
has revised the industry proposed sched¬ 
ule (Pediatric Schedule B) to conform 
with a daily dosage of 1.5 g/m’ daily 
rather than 65 mg/kg daily. These two 
methods produce similar values at ages 
below 8 years and deviation between the 
Panels recommended schedule (Pediat¬ 
ric Schedule C> and the industry propos¬ 
al occur mainly at higher age levels 
where weight is not the best predictor 
of dosage. 

The Panel concludes that the dosage 
should never exceed 2.5 g/m* daily (ap¬ 
proximately 100 mg/mVhour). There¬ 
fore the dose of 15 g/m* daily will pro¬ 
vide effective plasma levels for analgesic 
and antipyretic effects and provide a 
safety margin in the event of an inad¬ 
vertent 50 percent increase in dosage. 
This conversion of age to total dosage 
is approximated from ages 2 to under 
12 years by the relationship: 

mg/day=650 mg+dOO mg/year of age) 

It is important to note that the use of 
the full maximum daily adult dosage at 
12 or 13 years of age may’ exceed the 
critical dose rate toxicity level. The total 
daily dosage of salicylate divided by the 
usual body weight will be about 2.8 mg/ 
kg/day which is equal to the lower level 
of the toxic level found by Makcla (Bcf. 
12 ). 

For children age 11 to 15 years, a 25 
percent difference in dosage Increase 
from 2.4 ± 0.2 g/m* daily' dosage to 
3.2 ± 0.5 g/m’ daily will Increase the 
plasma concentration from 25 to 29 mg/ 
100 ml to 40 mg/100 ml. For children 4 to 
7 years, a similar increase In dosage will 
result in a change of 20 to 25 mg/100 ml 
at the lower dosage to a plasma concen¬ 
tration of about 36 mg/100 ml. 

The dosages established are based 
upon the 1.5 g/m* dally dosage for that 
age as described by Done (Ref. 15). 
Under the Panel's proposed schedule, the 
age minimum for OTC use is lowered fo 
2 years and the frequency of adminis¬ 
tration is increased by 1 hour to every 
4 hours. The Panel concludes that this 
dosage schedule is more reasonable than 
that currently being used. The Panel 
further concludes that the regimen is 
safe and effective and is much clearer 
and more concise for the OTC drug 
consumer. 

It should further be noted that, based 
upon a review of the use of aspirin in 
children, the Panel also considered and 
included a pediatric dosage schedule for 
acetaminophen. In addition, pediatric 
dosage schedules for other aspirin salt s 
and all other salicylates were considered 
by the Panel. While not Included in the 
example for aspirin and acetaminophen 
in Pediatric Schedule C which applies 
to all dosage forms, e g., tablets, liquids, 
etc. for these ingredients, the Panel has 


included appropriate pediatric dosage 
recommendations for Category I in¬ 
gredients, where applicable, in the ap¬ 
propriate sections of this document. 


c. Conclusion. In view of these findings, 
the Panel concludes that it is appropriate 
to revise the currently marketed OTC 
pediatric dosage recommendations. In its 
evaluation, the Panel adopted the defini¬ 
tion of the Advisory Review Panel on 
OTC Cold. Cough. Allergy. Bronchodila- 
tor and Antiasthmatic Products, as pub¬ 
lished in the Federal Register of 
September 9. 1976 (41 FR 38419): “In¬ 
fant or baby (under 2 years), child <2 
years to under 12 years), and adult (12 
years and over)/* 

The Panel further concludes on the 
basis of the available data on the use of 
aspirin in children, that the duration of 
use for all OTC analgesic products should 
be limited to 5 days for children under 12 
years of age rather than 10 days as rec¬ 
ommended for adults. It is the opinion of 
the Panel that this restriction should also 
apply to acetaminophen to avoid con¬ 
fusion in the labeling of pediatric 
products. Therefore, labeling should con¬ 
tain the following warning: “Do not take 
this product for more than 5 days. If 
symptoms persist, or new ones occur, 
consult your physician“. This recom¬ 
mendation is based upon reports from 
data available from poison control cen¬ 
ters that there is a higher incidence of 
aspirin overdosage among children for 
periods longer than 5 days. This is also 
consistent with computer simulations, 
which demonstrate that while using the 
maximum daily recommended dosage, 
the plasma concentration could exceed 
20 mg/100 ml among some smaller chil¬ 
dren of a particular age category follow¬ 
ing the recommended dosage schedule 
after 5 days. 

The Panel concludes that the pediatric 
dosage unit of 80 mg (1.23 gr) of aspirin 
should be retained because there is long 
standing acceptance. One, two. or three 
pediatric units can easily be obtained by 
Quartering or halving a standard 32S mg 
aspirin tablet, and surface area gain and 
age of children correlate closely over the 
first 12 years of life, permitting a regular 
increase in dosage according to age. 
While the Panel realizes that dosage by 
square meters of body surface alone 
would be more accurate, it believes that 


After consideration of the data and 
submitted comments, the Panel recom¬ 
mends the following pediatric dosage 
schedule for aspirin and acetaminophen: 


basing pediatric dosage recommenda¬ 
tions on age wUl be more readily under¬ 
stood by the average consumer and 
acceptable since it correlates closely with 
dosages calculated on the basis of surface 
area. 

d. Recommendation. The Panel recom¬ 
mends that the proposed (new*) pediatric 
single dosage schedule described above 
(Pediatric Schedule C) be used in label¬ 
ing of future marketed products The 
Panel recognizes that, if their recom¬ 
mendation is implemented by the Food 
and Drug Administration, there will be 
of necessity an interim marketing period 
at which time both the old Pediatric 
Schedule A and new Pediatric Schedule 
C will be simultaneously available to the 
OTC drug consumer. The Panel recom¬ 
mends that the Pood and Drug Admin¬ 
istration establish an orderly process to 
reduce the likelihood of confusion in 
Interpreting product labeling. Perhaps 
the improved labeling can be clearly 
identified as “new“ or “revised" on the 
traditionally marketed products that 
consumers are accustomed to purchasing. 

The Panel has examined the regula¬ 
tions of the Poison Prevention Packag¬ 
ing Act of 1970 as set forth In 16 CFR 
1700.15(a), (b) and (c) of the regula¬ 
tions, that provide for poison prevention 
packaging standards for aspirin -con¬ 
taining products in a dosage form in¬ 
tended for oral administration The 
standards for child-resistant safety' clo¬ 
sures required on the containers of thrse 
products are intended to protect children 
from Intentional or accidental Ingestion 
without hampering the adult-use effec¬ 
tiveness of the products. The Panel con¬ 
curs with these standards and is of the 
opinion that the standards for child* 
resistant safety closures should apply 
the containers in which acetamino; :icn 
oral products are packaged as well as w 
aspirin-containing products. 

The Panel further recommends tn» 
the restrictions on the maximum num¬ 
ber of tablets permitted in containers 
of aspirin products for child use shcniw 
also apply to acetaminophen producw 
formulated for use in children only* 
Therefore, acetaminophen products con¬ 
taining 80 mg (1.23 gn tablets Intenuea 


Pediatric Schedule C—the Panel's proposed {new) pediatric tingle dosage schol ar 
every } hours for SO mg (fJW gr) aspirin or acetaminophen 


Pediatric (SO mg) doaart 
units* 


Adult (32S rag) doa&C ' 
unit • 


Ate ijwn 

Dosage 

units 


Total 

dosage tmg) 

Dosage 

units 

Total 

daaage (no«j 

Under*.. 

(») 


(») 

CO _ 

<0 

2 to under 4. 


2 

1(10 

M 

l«.i 

4 to underdo..... 


3 

240 

'4 

Sttft 

6 to under 9.... 


4 

330 

1 

0 

9 to under 11... 


5 

400 

Ik 

4W.3 

11 !o under 12. .. 


0 

900 

iX 

407.0 


t Not to tttwd £ am#It dosage* In 34 b or to bo used tor ran n> than S d eserpt trader thf advice uni •nparrlikm or • 
pbyocu/i. 

* Not to ftctfd 3 single dotages In 24 h or to bo used tor mart than 5 d cicvpt tinder the tvdnre and ruperrui . at a 
phjnketoa. 

* There It no recommended dooage cscept under the advice and supervision of a physician. 


FEDERAL REGISTER, VOL. 42, NO. 131—FRIDAY, JULY 0, 


1977 
















for oral use in children should contain 
no more than 36 tablets to reduce the 
ha/ rd of accidental poisoning, as set 
forth in 21 CFR 201.314<cH2> for prod¬ 
ucts containing 80 mg <1.23 gr> tablets 
of A/pirin for pediatric use. The Panel 
recommends that the OTC packaging 
requirements for safety closures and the 
restriction on the maximum number of 
tablets in the containers of aspirin prod¬ 
ucts for pediatric use should also apply 
to acetaminophen products for me in 
children. 
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°* DAU0 COMBINATION STANDARDS 

PI. general comment . The Panel has 
the active ingredients sub- 
| tor review into three pharmaco- 
liSu *5 Wyltle «. U« analgesic, a 
I *. 4 ^LS n ^ •BtirheumaUc. For purposes of 
I ^hing standards for safe and ef- 
I L * OTc druK combination products. 
lS.? ne l the policy not to 

l^iuue the antirheumatic pharmaco- 
I Y ucUvity in the standard. Tills policy 
I "“w u pon the Panel's conclusion, cie- 
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scribed later in this document, that there 
are no acceptable Category I claims for 
OTC labeling as an antirheumatic. (See 
part V. paragraph B.l. below—Category 
I Labeling.) 

Two major types of combination prod¬ 
ucts were considered by the Panel One 
group of products consists only of com¬ 
binations of analgesic and/or antipyretic 
active ingredients reviewed for safety 
and effectiveness by this Panel. The 
other group of products consists of com¬ 
binations of analgesic and/or antipyretic 
active Ingredients combined with active 
Ingredients having different pharmaco¬ 
logic activities, such as antihistamines or 
nasal decongestants. For this second 
group of combination products, the 
Panel only reviewed the rationale of 
combining nonanalgesic-nonantipyretie 
active ingredients with analgesic-anti¬ 
pyretic active ingredients. The nonanal- 
gcsic-nonantlpyretlc ingredients were 
deferred to other OTC Advisory Panels 
for a review of their safety and effec¬ 
tiveness. (See part I. paragraph C.3. 
above—Ingredients deferred to other 
OTC advisory* review panels or other 
experts.) 

The Panel Ls not opposed to the con¬ 
cept of combinations of active Ingre¬ 
dients which have been shown to be In¬ 
dividually safe and effective, provided 
that the specific combination has been 
shown to be at least as safe and effec¬ 
tive as therapeutic doses of the Individ¬ 
ual active ingredients. For example, if 
two active ingredients A and B. with 
similar pharmacologic activity, are com¬ 
bined such that each is combined at one- 
half the usual therapeutic dose when 
used alone, the combination < AB> should 
be at least as safe and effective as the 
full therapeutic dose of cither A or B 
when used alone. 

It should be noted that for the drugs 
reviewed by this Panel three variations 
are possible. The variations would in¬ 
clude combinations of analgesics, com¬ 
binations of antipyretics or an analgesic- 
antipyretic combination. However, the 
Punel has found that the active ingre¬ 
dients submitted for review* and classi¬ 
fied as analgesics are also antipyretics. 
Therefore, even though three different 
variations are possible, in reality, the In¬ 
gredients currently available all possess 
analgesic and antipyretic properties. 

In the event that at a later date in¬ 
gredients are identified as only having 
one of these pharmacologic activities, 
the Panel believes that the drug com¬ 
bination standard should provide for all 
possible safe and effective combinations 
of active ingredients and for all accept¬ 
able labeling. Therefore, the concept of 
combining analgesics, antipyretics or 
analgesic-antipyretics is acceptable. 

The marketplace Is filled with a va¬ 
riety of single ingredient analgesic-anti¬ 
pyretic products, and many of these in¬ 
gredients are also present in combina¬ 
tion products. The Panel has found that 
the concepts used to explain the reasons 
for marketing combination products 
have not yet been supported by adequate 
clinical data. The Panel concludes that 
combinations must be safe, effective and 
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rational in order to be included in the 
proposed drug monograph. 

A possible rationale for the use of anal¬ 
gesic -antlpyrctic combination products is 
that each ingredient's anticipated activ¬ 
ity is additive or synergistic. The addi¬ 
tive or synergistic effect rould be due to 
the drugs acting by different mecha¬ 
nisms or perhaos exerting their effect at 
different locations within the body. 

In reviewing combination ingredients 
in the market place, the Panel applied 
the OTC Drug Review regulation (21 
CFR 330.10(a) (4) <iv)) which states: 

An OTC drug may combine two or more 
*eJo end effective Ingredients and may be 
generally recognized as safe and effective 
when each active Ingredient makes a con¬ 
tribution to the claimed effeetts); when 
combining of the active Ingredients does not 
decrease the safety or effectiveness of Any of 
the Individual active ingredients; and when 
the combination, when used under Adequate 
directions for use end warnings against un- 
ssfo use. provides rations] concurrent therapy 
for a significant proportion of the target 
population. 

The Panel recognizes the regulation 
and believes that each active ingredient 
in a combination product must contribute 
to the claimed effects and that the com¬ 
bination provides rational concurrent 
therapy. It is the view of the Panel that 
it Ls irrational to use a combination pro¬ 
duct unless each of its active Ingredients 
contributes to the effective treatment of 
at least one of the labeled symptoms for 
which the combination of ingredients is 
recommended. The specific combination 
should be at least as safe and effective as 
therapeutic doses of the individual active 
ingredients when used alone. 

The Panel recognizes that safety and 
effectiveness studies are desirable, especi¬ 
ally, when it becomes known or susperted 
that one of the drugs In the combination 
may influence the metabolism or the ac¬ 
tion of another drug. However, Category 
I ingredients, known to be Individually 
safe and effective, may be combined as 
described below in Standard No. 4 . 

2. Limitation of ingredients in com¬ 
bination products. The Panel concludes 
that. In general, on OTC product with 
fewer ingredients provides safer use. Also, 
the Interests of the consumer are best 
served by exposing the user of OTC 
drugs to the smallest number of ingredi¬ 
ents possible at the lowest possible dosage 
regimen consistent with a satisfactory 
level of effectiveness. The possibility of 
adverse reactions increases with the 
number of drugs ingested resulting in 
potential increased risk to the user with¬ 
out a concurrent increase In benefit. 
Therefore, with fewer ingredients there is 
a better chance of reduced risks due to 
toxic effects, undesirable additive or pos¬ 
sibly synergistic effects, allergic and or 
idiosyncratic reactions. 

The Panel recommends that not more 
than two active analgesic-antipyretic in¬ 
gredients from Category I be included in 
any combination without further study 
unless the addition of a third analgeeic- 
antlpyretlc ingredient can be demon¬ 
strated to contribute to the effectiveness 
or safety of the combination. This does 


FfOIRAL KECISTf*. VOL. 42, NO 131—FRIDAY, JULY 6, 1977 





35370 


PROPOSED RULES 


not preclude the use of adjuvants or cor¬ 
rectives which ore discussed later in this 
document. (See part VI. below—Ad¬ 
juvants and Corrective Agents.) The 
Panel bases this conclusion, not only on 
the fact that fewer ingredients generally 
provide safer use. but also on the fact 
that no combination was submitted to the 
Panel containing three Category I anal¬ 
gesic-antipyretic a.tive ingredients. In 
addition, the Panel can find no data to 
support the combining of more than two 
analgesic-antipyretics in the same prod¬ 
uct. Therefore Category I combinations 
are limited to combinations of two anal¬ 
gesic-antipyretic ingredients. (See part 
n. paragraph 0.4. below'—Standards for 
Category I combination products.) 

The Panel is aware of the inclusion of 
inactive ingredients < pharmaceutical 
necessities) in the preparations for use 
as preservatives, fillers, coatings, color¬ 
ants. vehicles, aromatics, binders, sweet¬ 
eners. flavoring agents, etc. Such inactive 
Ingredients are acceptable for marketing 
purposes provided they are pharma¬ 
cologically inert and do not adversely 
affect the bioavailabillty of the active 
ingredients). However, the Panel is of 
the opinion that such pharmaceutical 
necessities be studied by a separate body 
for the evaluation of their safety. Special 
attention needs to be given to the effects 
of these pharmaceutical necessities on 
children. The Panel considers it impor¬ 
tant that the advisability of including 
them in drug products be reviewed by an 
appropriate body. Since many of these 
inactive ingredients are used in the 
formulation of many drug products other 
than those reviewed by this Panel, it is 
not appropriate that they be dealt with 
specifically and solely in relation to 
analgesic, antipyretic and antlrheuraatic 
active ingredients, except as they might 
affect the actions of these active ingredi¬ 
ents. 

Nonanalgesic-nonantipyretic active 
Ingredients may be included in products 
only if they are in safe and effective 
doses and cither provide relief for symp¬ 
toms designated by this or other pancl<s> 
or beneficially influence the actions of 
the active ingredient<s>. 

In summary, marketed combination 
products should contain only those active 
and Inactive ingredients that are rational 
for a safe and effective product as de¬ 
scribed above. 

The Panel concurs with the follow mg 
conclusions of the Advisory Review Panel 
on OTC Cold, Cough. Allergy. Broncho- 
dilator and AnUasthmatic Products, as 
published in the Federal Rirnm of 
September 9. 1976 (41 FR 38334), re¬ 
garding the labeling of inactive ingredi¬ 
ents: 

For various reasons. Individual® may wish 
to avoid using certain in active ingredients 
round in drug products. These reaftons may 
ho allergic reactions, Idiosyncratic responses, 
fear of safety (whether valid or not), or per¬ 
sonal dislike. It Is impo«&ib!e to make a free 
choice in this regard unless the full contents 
of drug products are listed on the label 
Therefore, this Panel strongly recommends 
that the Food and Drug Administration re¬ 
quire full ingredient labeling of Inactive as 
well as active ingredients in descending order 
of quantities present In all drug products. 


T n support of this position the Panel notes 
that food products are already required to 
have such labeling, and since the purpose of 
a drug is to alleviate symptoms of disease It 
would seem much more compelling to have 
this information on all druga. 

In line with the Panel's desire to expose 
the consumer to the smallest number of in¬ 
gredients possible, the Panel has previously 
recommended that marketed products con- 
tain only those ingredients essential to the 
product. 

3. Labeling of active ingredients. The 
Panel agrees that each claimed active in¬ 
gredient in a combination product must 
make a contribution to the claimed ef¬ 
fects). 

Labeled indications should only be for 
the combinations of sy mptoms appropri¬ 
ate to the activity of the combined In¬ 
gredients. The consumer should be ade¬ 
quately Informed through the labeling 
of the therapeutic capabilities of the 
product by emphasizing the use of the 
product only when all such symptoms are 
present. Labeling should, therefore, fully 
reflect the activities of all active ingredi¬ 
ents so that a consumer may select an 
appropriate product for relief of symp¬ 
toms. 

4. Standards for Category ! combina¬ 
tion products, a. Each active ingredient 
and its labeling In a combination product 
must be generally recognized as safe and 
effective (Category I). 

b. One Category I analgesic-antipy¬ 
retic active ingredient at the minimum 
effective dosage may be combined with 
one other Category I analgesic-antipy¬ 
retic active ingredient at its minimum 
effective dosage. The Panel was unable 
to find data to support the use of more 
than two analgesic-antipyretic active in¬ 
gredients in the same combination 
product 

c. One Category I analgesic-antipyretic 
active ingredient or a combination of 
two such ingredients as provided above in 
standard No. 4 b. may be combined with 
generally recognized as safe and effective 
antltussive active Ingredient<s) provided 
the product is labeled for the concurrent 
symptoms Involved, e.g.. "For the tem¬ 
porary relief of occasional minor aches, 
pains and headache, and for the reduc¬ 
tion of fever, and for the temporary re¬ 
lief of cough due to minor throat and 
bronchial irritation as may occur with 
the common cold (cold) or with inhaled 
irritants**. 

d. One Category I analgesic-antipyre¬ 
tic active Ingredient or a combination of 
two such ingredients as provided above 
in standard No. 4.b. may be combined 
with generally recognized as safe and ef¬ 
fective expectorant active ingredient(a) 
provided the product is labeled for the 
concurrent symptoms involved, e g.. "For 
the temporary relief of occasional minor 
aches, pains and headache, and for the 
reduction of fever, and for expectorant 
action to help loosen phlegm sputum* 
and bronchial secretions". 

e. One Category I analgesic-antipyre¬ 
tic active ingredient or a combination of 
two such ingredients as provided above 
in standard No. 4.b. may be combined 
with generally recognized as safe and 
effective nasal decongestant active ingre¬ 


dient^) provided the product is labels 
for the concurrent symptom s involved. 
e.g., "For the temporary relief of oc¬ 
casional minor aches, pains and head¬ 
ache, and for the reduction of fever and 
for the temporary relief of nasal conges¬ 
tion due to the common cold (cold* . 

f. One Category I analgesic -antipyre¬ 
tic active ingredient or a combination of 
tw’o such ingredients as provided above 
in standard No. 4.b. may be combined 
with generally recognized as safe and ef¬ 
fective antihistamine active ingredi- 
ent(s) provided the product is labeled for 
the concurrent symptoms involved eg., 
"For the temporary relief of occa ^n&l 
minor aches, pains and headache and 
for the reduction of fever, and to allevi¬ 
ate, decrease, or temporarily relieve run¬ 
ning nose, sneezing, itching of the nose 
or throat and itchy and watery eyes as 
may occur in allergic rhinitis 'such as 
hay fever)*’. 

g. One Category I nonsalicylate anal¬ 
gesic-antipyretic active ingredient or a 
combination of two such nonsalkylate 
ingredients as provided above in standard 
No. 4.b, may be combined with antacid 
active ingredient is) which meet the re¬ 
quirements of (331.10 (21 CFR 3-31.10* 
ox the OIC antacid monograph provided 
the product is labeled for the concurrent 
symptoms involved, e.g., "For the tem¬ 
porary relief of occasional minor aches, 
pains and headache, and for the reduc¬ 
tion of fever, and for acid Indirection”. 

h. Aspirin may be combined with ant¬ 
acid active ingrodient(s) identified in 
5 331.11 (21 CFR 331.11) of the OTC 
antacid monograph such that the fin¬ 
ished product contains at least 20 niEq 
of acid neutralizing capacity per 325 mg 
(6 gn aspirin and results in a pH of 3 5 
or greater at the level of the initial 10- 
mlnute period as measured by the method 
established in 5 331.23 (21 CFR 33 1 25) 
of the OTC antacid monograph and pro¬ 
vided the product is identified as highly 
buffered aspirin for solution with label¬ 
ing only as an analgesic and; or antipy¬ 
retic. 

The Panel is limiting labeled indica¬ 
tions to "For the temporary relief of oc¬ 
casional minor aches, pains and head¬ 
ache. and for the reduction of fever la 
addition, the Panel has classified the 
following as Category III labeling which 
may be included in the principal display 
panel: (1) • "Provides Ingredients that 
may prevent the stomach distress that 
plain aspirin occasionally cauM> but 
should not be taken by certain individ¬ 
uals with stomach disorders as cautioned 
’elsewhere on the label". 

(2) "Faster to the bloodstream than 
plain aspirin". 

The Panel has discussed the above 
Category ILL labeling elsewhere in this 
document. (See part VI. paragraph B iU 
below—Labeling claims for marketed 
products containing analgesics com¬ 
bined with antacid or buffering ins re* 
diems. > 

The Panel finds it irrational to provh** 
claims for an antacid effect, e.g • 
the treatment of heartburn, sour stom¬ 
ach and acid Indigestion”, since aspiru 
may potentiate peptic uclcr, cause stom¬ 
ach distress or heartburn. Aspirin • 
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causes an increase in occult bleeding and 
in :ame Individuals massive gastrointes- 
tlnAl bleeding. The adverse effects of as¬ 
pirin on the gastrointestinal tract are 
discussed elsewhere in this document. 
<8ce* part HI. paragraph B.l.a.f2> <ii> 
below— Adverse effects on the gastroin¬ 
testinal tract.) 

L Aspirin may be combined with ant¬ 
acid active Ingredient*®) identified in 
1 531.11 of the OTC antacid monograph 
inch that the finished product contains 
at least 1.9 mEq of acid neutralising 
capacity per 325 mg (5 gr) aspirin and 
results in a pH of 3.5 or greater at the 
level of the initial 10-minute period as 
mwured by the method established in 
1331.25 or the OTC antacid monograph 
and provided the product is Identified as 
buffered aspirin with labeling only as an 
analgesic and/or antipyretic: “For the 
temporary relief of occasional minor 
aches, pains and headache, and for the 
reduction of fever". 

In addition, the Panel classified the 
following as Category in labeling which 
may be included on the principal display 

panel: 

(1) Provides ingredients that may 
pievent the stomach distress that plain 
aspirin occasionally causes but should 
not be taken by certain individuals with 
stomach disorders as cautioned else¬ 
where on the label", 

• 2) * Faster to the bloodstream than 
plain aspirin”. 

The Panel has discussed the above 
Category ITI labeling elsewhere in this 
document (See part VI. paragraph B.ld. 
below— Labeling claims for marketed 
products containing analgesics combined 
with antacid or buffering ingredients.) 

5. Standard* /or Category II combina¬ 
tion products. a. Combination products 
containing a Category n analgesic - 
antipyretic or Category n labeling, ex¬ 
cept for the inclusion of caffeine used as 
an adjuvant, are classified as Category 
II The classification and role of caffeine 
& discussed later In this document <See 
part VI paragraph B2. below—Caffeine 
(titrated caffeine).) 

b. Combination products containing 
Category I analgesic-antipyretic (s> com¬ 
bined with any active ingredient* s) not 
reviewed by UUs or other OTC advisory 
review* panels or found to be either un- 
wfe or irrational are classified as Cate- 
«ory H. 

c Aspirin in combination with any 
generally recognized as safe and effective 
onl bronchodilator active ingredient Is 
classified as Category II Aspirin may 
cau*e a severe, and possibly fatal reac¬ 
tion in some asthmatics taking such n 
Product, This adverse effect is discussed 
“ter In this document. <See part III. 
Paragraph Bla.(2)'iti> below—Adverse 
effect?, on hypersensitive Individuals.) 

c! Combinations of analgesics w*lth 
laxatives, or vitamins, are considered ir- 
rtuonaj since any conditions requiring 
wen drugs should not be treated by 
nxeel-ratio combination products. Con- 
aiilons requiring treatment with such 
& Ms should be treated with single in* 
aredienta. Vitamins combined with anal- 
W 2 lc may encourage unnecessary pro¬ 


longed use of analgesics and are there¬ 
fore classified as Category II. 

6. Standards for Category /// combina¬ 
tion products, a. Combination products 
containing a Category III analgesic-anti¬ 
pyretic active Ingredient and no Cate¬ 
gory II analgesic-antipyretic active in¬ 
gredient are classified as Category III. 

b. Combination products containing 
any Category I analgesic-antipyretic 
active ingredient at less than the mini¬ 
mum effective dosage are classified as 
Category III. 

c. Combination products containing 
more than two analgesic-antipyretic ac¬ 
tive ingredients are classified as Cate¬ 
gory III. (See Standard No. 4.b. above.) 

d. Combination products containing 
one Category I analgesic-antipyretic 
active ingredient or a combination of 
two such ingredients as provided above 
in standard No. 4.b. combined with 
caffeine used as an adjuvant arc classi¬ 
fied as Category HI. 

The Panel concludes that there are 
Insufficient data available to evaluate the 
adjuvant effect of caffeine. The Panel 
finds that there is little evidence to show 
that this Ingredient contributes to 
analgesic, antipyretic and/or antirheu¬ 
matic effects in the clinical situation. 
Additional studies are necessary as de¬ 
scribed below* in this document (See 
part VI. paragraph C.2. below-Combina- 
tion products containing an analgesic, 
antipyretic and/or antirheumatic ad¬ 
juvant) 

e. One Category I analgesic active in¬ 
gredient or a combination of two such 
analgesic ingredients as provided above 
in standard No. 4.b. combined with a 
generally recognized as safe and effec¬ 
tive nighttime sleep-aid active ingredient 
is classified as Category HI provided the 
product is labeled for the concurrent 
symptoms involved, e.g., “For the tem¬ 
porary relief of occasional minor aches, 
pains and headache, and for the reduc¬ 
tion of fever, and for the relief of oc¬ 
casional sleeplessness". The Panel con¬ 
curs with the recommendations of the 
Advisory Review Panel on OTC Sedative, 
Tranquilizer and Sleep-Aid Drug Prod¬ 
ucts published in the Fxduul Register 
of December 8. 1975 (40 FR 57315) that 
a suitable target population requiring 
both drugs concurrently should be 
defined. This Panel finds that an In¬ 
dividual with e g., headache and sleep¬ 
lessness may he relieved of symptoms 
conveniently by such a combination 
product. However, it should be demon¬ 
strated that there Is a well-defined tar¬ 
get population requiring concurrent use 
of on analgesic and a nighttime sleep- 
aid. Otherwise, it Is the Panel's opinion 
that it would be more desirable to al¬ 
leviate the symptoms of pain which may 
in turn be the underlying factor causing 
the sleeplessness condition. The Panel 
concurs with the recommendation of the 
OTC Sedative. Tranquilizer and Sleep- 
Aid Panel that several studies using a 
factorial design should be completed to 
demonstrate that the combination is 
safe and effective for a significant pro¬ 
portion of the target population requir¬ 
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ing relief from both symptoms of pain 
and sleeplessness. 

f. One Category I analgesic-antipyretic 
active Ingredient or a combination of two 
such ingredients as provided . above in 
standard No. 4.b. combined with phenyl- 
toloxamine (or methapyrilene fumarate. 
phenJramine maleate or pyrilamlne ma- 
leate) used as an adjuvant is classified as 
Category in. 

The Panel concludes that there are in¬ 
sufficient data available to evaluate the 
adjuvant effect. The Panel finds that 
there is inadequate data to show that 
these ingredients contribute to analgesic, 
antipyretic and or antirheumatic effects 
in the clinical situation. Additional stud¬ 
ies are necessary as described below in 
this document (See part VI. paragraph 
B.4. below—Antihistamine-containing 
Ingredients.) 

7. Standards for testing Category III 
combination products. The Panel con¬ 
cludes that additional testing is required 
for Category III combination products. 

Since aspirin serves as a standard for 
all drugs in this class, all combinations 
must demonstrate at least as much anal¬ 
gesia and/or anUpyresis as 325 mg (5 gr> 
to 650 mg (10 gr) of aspirin in a single 
dose <2 dosage units) or in the recom¬ 
mended maximum dosage of 4.000 mg in 
24 hours. 

To establish Category I status for a 
Category m combination product re¬ 
quires a minimum of two studies by inde¬ 
pendent Investigators which conform to 
the standards and guidelines included 
and discussed above for ingredients for 
which safety is unquestioned. (8ee part 
n. paragraph B.2. above—Safety and 
part II. paragraph 0.4. above—Stand¬ 
ard?* for Category I combination prod¬ 
ucts.) If the ingredient U placed In 
Category in for reasons of safety, at 
least two. 3-month safety studies by In¬ 
dependent investigators should be re¬ 
quired This requirement does not apply 
to amipyrine. (See part UI., paragraph 
B.3.b.(5) below—Evaluations 

Each study should Include an appro¬ 
priate number of subjects, a placebo, 
known drug controls, and should involve 
appropriate Intervals of administration 
of the drug in question to controlled sub¬ 
ject populations In whom side effects can 
be checked dally, and where applicable 
complete blood counts, urinalysis, and 
organ function tests are checked weekly 
or more often if necessary. 

Clinical studies should be pertinent to 
each of the symptoms for which the com¬ 
bination Is designed to give relief. The 
combination, a placebo, and each active 
ingredient alone should be subjected to 
well-controlled, suitably-blinded studies 
to determine both safety, e.g.. adverse re¬ 
actions or significant side effects, and ef¬ 
fectiveness. In addition, where provided, 
objective methods should be employed as 
described elsewhere in this document 
(See part in. paragraph B.3. below— 
Category UI conditions for which the 
available data are Insufficient to permit 
final classification at Uits time, and part 
IV. paragraph B.3. below—Category UI 
conditions for which the available data 
are insufficient to permit final cl&ssifi- 
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cation at this time, and part V. paragraph 
B.3. below—Category III conditions for 
which the available data are insufficient 
to permit final classification at this 
time.) 

H. DRUG INTERACTIONS WITH ANALGESIC. 
ANTIPYRETIC. AND ANTIRHEUMATIC AGENTS 

Numerous reports have Indicated pos¬ 
sible harmful interactions between the 
salicylates and other drugs <Refs 1 
through 5>. The Panel is concerned that 
the average individual using these 
agents, particularly aspirin, will consider 
the OTC drug Innocuous and not realize 
the possibility of a drug interaction. 

The Panel is aware that instances exist 
where individuals suffering from serious 
illness or other medical conditions are 
instructed by their physician to use OTC 
analgesics, antipyretics or antirheumatic 
drugs. 

The Panel is also aware that many 
other Individuals suffering from chronic 
illnesses will use OTC analgesics, antipy¬ 
retics or anti rheumatics on their own vo¬ 
lition to alleviate pain, fever or inflam¬ 
mation. These individuals may not be 
aware of passible interactions between 
the salicvlates. aspirin in particular, and 
prescription drugs. 

Therefore, the Panel recommends that 
the labeling caution against the concur¬ 
rent use of salicylates and some prescrip¬ 
tion drugs without consulting a physi¬ 
cian. The Panel concludes that the warn¬ 
ing on products containing salicvlates 
should read "Caution: Do not take this 
product if you are presently taking a 
prescription drug for anticoagulation 
(thinning the blood*, diabetes, gout or 
arthritis except under the advice and su¬ 
pervision of a physician". 

This salicylate drug interaction warn¬ 
ing is based upon the concept that main¬ 
tenance drugs prescribed for certain 
chronic illnesses or conditions may inter¬ 
act with salicylates, most often aspirin. A 
discussion of aspirin effects of con¬ 
comitant use with other drugs or by per¬ 
sons with specific disease is discussed 
elsewhere in this document. <8ee part III. 
paragraphB.l.a.'2Mviii> below—Adverse 
effects of concomitant use with other 
drugs or by persons with certain disease 
states.) 

The prescription drugs used in the 
treatment of these chronic illnesses and 
the drug interactions with salicylates 
which are hazards are as follows: 

1. Cardiovascular diseases. Individuals 
with heart disease or other circulatory 
diseases who are currently taking antico¬ 
agulants. specifically of the coumarln 
type, will experience increased anti coag¬ 
ulation when large doses of salicylates, 
especially aspirin, are ingested. This 
phenomenon is due to depressed pro¬ 
thrombin formation in the liver and the 
displacement of the anticoagulant from 
secondary binding sites. These mecha¬ 
nisms may lead to severe hemorrhage 
unless the dosige of the anticoagulant is 
reduced or the individual ceases taking 
the OTC salicylate (Ref. 2). 

2. Diabetes. Individuals taking oral 
antidiabetic drugs concurrently with 
salicylates may experience an additive 
hypoglycemic (low blood sugar) effect 


due to displacement of the antidiabetic 
drugs from protein binding sites This 
can result in poor control of diabetes 
(Ref. 5). 

3. Gout. Individuals with gout have 
high serum uric acid levels. Several drugs 
are prescribed for gout to decrease uric 
acid blood levels. These drugs include 
probenecid, the sulfinpyrazones, and 
allopurlnol. 

Probenecid and salicylates interfere 
with two kidney processes. Le„ secretion 
of uric acid by the distal tubule and 
reabsorption of uric acid by the proximal 
tubule of the kidney. The end result of 
taking both drugs at the same time de¬ 
pends on which process is predominant. 
At usual OTC doses, retention may be 
affected resulting in uric acid retention 
with a decrease in probenecid effects 
(Ref. 5). 

In individuals receiving probenecid for 
gout therapy the effects of this drug ore 
altered by salicylates because these 
agents when given with probenecid in¬ 
hibit uric acid excretion by competing 
for active transport mechanisms in the 
proximal and distal tubules of the kid¬ 
ney. 

Also, when analgesic doses of salicyl¬ 
ates arc taken concurrently with sulfln- 
pyrazones the uricosuric effects are an¬ 
tagonized, and the effect of sulfinpyra- 
zor.es is diminished (Ref. 5). 

When phenylbutazone is taken with 
salicylates, uric acid retention results. 
This occurs because the phenylbutazone 
appears to compete successfully with uric 
acid and salicylate for excretion from 
the kidney. This combination of drugs 
produces mutual suppression of urico¬ 
suric action, thus negating any thera¬ 
peutic benefit. Since both drugs arc 
ulcerogenic, the possibility of gastroin¬ 
testinal bleeding is increased (Refs. 1 
and 5). 

4. Arthritis . Certain Individuals who 
suffer from arthritis have corticosteroids 
prescribed for them to relieve inflamma¬ 
tion. Sometimes these Individuals also 
take salicylates, especially aspirin, for 
the anti-inflammatory and analgesic ef¬ 
fects. However, if corticosteroids and 
salicylates are taken together, the ulcer 
producing effect in the stomach Is addi¬ 
tive and thus increased danger of ulcer¬ 
ation occurs. Also, corticosteroids may 
increase the excretion of salicylates and 
a withdrawal of the steroids while con¬ 
tinuing salicylate medication may lead 
to signs of salicylate poisoning (Ref. 5). 

Indomethacin is another drug pre¬ 
scribed as an anti-inflammatory agent 
for arthritis. Since both indomethacin 
and salicylates have an ulccr-produclng 
effect on the mucous membrane of the 
stomach, their combined use may be 
especially dangerous (Refs. 1 and 5). 

5. Other drug interactions of varying 
significance. Several other interactions 
between salicylates and prescription 
drugs occur, but due to the varying clini¬ 
cal significance, do not warrant inclu¬ 
sion of a warning on the labeling. 

Methotrexate is a highly potent and 
very toxic drug which Ls prescribed for 
Individual* with cancer or extensive pso¬ 
riasis or psoriatic arthritis. Salicylates 
potentiate the therapeutic as well as the 


toxic effects of this drug (Ref. 5>. The 
Panel is cognizant of the severity of this 
interaction. Yet. because of the toxicity 
or methotrexate phvsiclans always care- 
fullv control the patient's use of all other 
medications, thereby negating the need 
for a warning. 

Sulfonamides are antibacterials em¬ 
ployed primarily in the treatment of uri¬ 
nary tract Infections. Salicylates have 
been rerorted to Increase serum sulfona¬ 
mide levels by displacement from plasma 
protein binding sites (Ref. 5). Even 
though this interaction can potentially 
be serious, sulfonamides are usually used 
for treatment of acute infections not for 
chronic conditions and thereby do not 
merit Inclusion in the warning 

Another interaction occurs between 
salicylates and drugs used to acidify the 
urine since acidic urine decreases the 
excretion rate of salicylates and thus in¬ 
creases their half-Ufe (Refs. 4 and 5). 
Also, sallcyllsm may result from a small 
increase in urine acidity when high d<*« 
of asnirin are used. Conversely, urine ai- 
kallnizers (Refs. 3 and 4> decrease ac¬ 
tivity of salicylates by increasing the ex¬ 
cretion rale. While both of these in¬ 
stances demonstrate an interaction the 
Panel doe* not consider them enough of 
a hazard to justify Inclusion in the 
warning. 

When salicylates are taken with 
ascorbic acid (vitamin C), the salicylates 
accumulate in the blood due to decreased 
salicylate excretion and ascorbic arid 
excretion rate is Increased (Ref. 5). This 
Interaction is probably not important 
since it is unlikely that the ascorbic acid- 
salicylate interaction will result in toxic 
salicylate levels in the blood. 
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L DEFINITIONS 

The Panel has adopted and uses the 
following definitions throughout th* 1 
document: 

1. Acetaminophen analgesic 

lencc value. The analgesic effectiveness 
for a product containing acetamiiw^n 
when compared to the standard 
tarmnophen 325 mg (5 gr> dosage unit 

2. Acetaminophen * pediatric d0Hl( * 
unit), A single dosage unit containing * 
mg «1.23 gr) acetaminophen for child™ 11 
under 12 years. 
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3. Acetaminophen (standard dosage 
iinif). A single das ape unit containing 80 
325 mg (5 gr) acetaminophen. 

4. Adjutant. An agent which. In the 
amount used, has no significant anal¬ 
gesic effect itself but contributes to the 
therapeutic effect of the active agent 
either directly or Indirectly. 

a Direct acting. An adjuvant which 
enhances the pharmacologic response 
directly by synergistic or additive effects 
at the site of action. 

b. Indirect acting. An adjuvant which 
does not have effects at the site of action, 
but indirectly increases the activity of 
the active agent(a) of the preparation by 
modifying the disposition (absorption, 
metabolism, excretion or distribution) of 
the active agent. 

5. Age < dosage) usage. Infant or baby 
• under 2 years), child (2 years to under 
12 years). and adult < 12 years and over ) . 

6 Analgesic drug. An agent useful to 
alleviate the symptoms of pain. 

7. Antacid. An agent that reacts with 
acid such as the hydrochloric acid in 
the : tomach (gastric acid), to neutralize 
it 'decrease its amount). 

8 Antipyretic drug. An agent used to 
reduce fever. 

9. Antirheumatic drug. An agent which 
reduces joint or muscle tenderness or 

•veiling* 

10 Aspirin analgesic equivalence value. 
The analgesic effectiveness for a product 
containing aspirin or aspirin salts, eg. 
aluminum aspirin or calcium carbaspirin 
when compared to the standard aspirin 
325 mg < 5 gr > dosage unit. 

11 Aspirin buffered K A solid dosage 
form containing 325 mg (5 gr) aspirin 
with rufficient buffering capacity with 
antacid active ingredient(s) identified In 
1331 11 of the OTC antacid monograoh 
wch that the finished product contains 
at least 1.9 mEq of acid neutralizing ca¬ 
pacity nor 325 mg of aspirin and results 
in a pH of 3 5 or greater at the level of 
the initial 10-minute period as measured 
by the method established in 4 331.25 of 
the OTC antacid monograph and pro¬ 
vided the product Is identified as buffered 
wptrin with labeling only as an analgesic 
*nd or antipyretic. 

12 Aspirin i highly buffered t for solu¬ 
tion a solid dosage form to be dissolved 
in water prior to oral administration as 
ft solution The product shall contain 325 

<5 gr) aspirin and sufficient buffering 
capacity with antacid active Ingre¬ 
dient^) identified in 5 331.11 of the OTC 
antacid monograph such that the 
finished product contains at least 20 
of acid neutralizing capacity per 
jp 5 mg of nspirin and results in a pH of 
** or greater at the level of the initial 
JO-nunute neriod as measured by the 
method established in 5 331.25 of the 
OTC antacid monograph and provided 
product is identified as highly buf- 
h-red us^irin wPh label lug only as an 
•najgosic and/or antipyretic. 

3 Aspirin ipcdiatric dosaqe unit). A 
•ingle dosage unit containing 80 mg (1.23 
« p ^pirin for children under 12 years. 

14 Aspirin ( standard dosage unit). A 
llagle dosage unit containing 325 mg (5 
Iri aspirin. 


15. Bioavailability. The rate and ex¬ 
tent of absorption as determined by the 
measurement of the blood levels of the 
parent drug and/or its active metabolites 
relative to a standard product. The 
standard product chosen must be one 
which has been demonstrated to be safe 
and effective. 

16. Corrective An agent in the drug 
delivery system intended to reduce some 
undesirable effect of the therapeutically 
active agent. 

17. Sodium salicylate analgesic equiv¬ 
alence value. The analgesic effectiveness 
for a product containing sodium salicy¬ 
late or other salicylates, e.g.. choline 
salicylate, magnesium salicylate, or sal- 
salate when compared to the standard 
sodium salicylate 325 mg dosage unit. 

18. Sodium salicylate (standard dos¬ 
age unit i. A single dosage unit contain¬ 
ing 325 mg sodium salicylate. 

J. EFFECTS OF PRODUCT FORMULATIONS ON 

DRUG ABSORPTION AND PHARMACOLOGIC 

EFFECTIVENESS. 

1. General Comment . Analgesic, anti¬ 
pyretic and antirheumatic drugs are the 
most frequently used of ail OTC medi¬ 
cations. Of these medications, aspirin is 
most commonly taken. These products 
may be purchased In a w ide variety of 
dosage forms which may affect their ab¬ 
sorption and ultimately their pharmaco¬ 
logic effectiveness. The Panel recognizes 
that these drugs are intensively pro¬ 
moted through labeling and advertising 
with a myriad of claims including "fast 
pain relief \ "special pain relieving for¬ 
mula". "so strong and so gentle", "acts 
5 times faster than aspirin", "reaches 
peak action 12 times faster than as¬ 
pirin". "long-lasting pain reliever", "en¬ 
hanced relief of pain", "night-time pain 
reliever", "faster to the bloodstream", 
etc The claims are numerous and in the 
opinion of the Panel, many arc confusing 
or misleading to the consumer. The 
Panel has discussed certain labeling 
claims classified as Category III else¬ 
where in this document. <Sce Part VI. 
paragraph B.l.d. below—Labeling claims 
tor marketed products containing anal¬ 
gesics combined with antacid or buffer¬ 
ing ingredients > 

Ttie Panel was charged to evaluate the 
safety and effectiveness of these OTC 
drugs and to review their labeling. It was 
necessary for this Panel to consider fin¬ 
ished dosage forms because of their sig¬ 
nificant effect on the rate and extent of 
absorption and therefore potential effect 
on the therapeutic activity of the active 
ingredients. For example, buffered as¬ 
pirin formulations must be considered 
because some buffered preparations may 
have significant effects on the rate of 
dissolution and subsequent absorption of 
aspirin (Ref. 1>. The pharmaceutical 
characteristics of the finished dosage 
form are claimed to affect the perform¬ 
ance of the active ingredients. By defini¬ 
tion. therefore, these agents might be 
considered as indirect acting adjuvant 
agents as discussed elsewhere In this 
document <See part VI. below—Adju¬ 
vants and Corrective Agents.) 


For many years drug manufacturers 
were primarily concerned with the ap¬ 
pearance of their product for consumer 
acceptability. Later, product stability be¬ 
came increasingly important. In the past 
decade it has become evident that the 
materials and methods used in the fin¬ 
ished dosage forms (tablets, capsules, 
etc.) can greatly affect the onset, dura¬ 
tion and Intensity of the pharmacologic 
effects of some drugs. The relationships 
between dosage formulations and the 
effect of changes in the rate and extent 
of absorption and resultant plasma con¬ 
centrations are the basis of the new area 
of study termed bionharmaceutics. Bio- 
equivalence Is a closely related term 
which is used to describe the situation 
when the rate and extent to which the 
active Ingredient is absorbed into the 
bloodstream from the finished dosage 
form being tested relative to some stand¬ 
ard product which lias been shown to be 
clinieallv effective. It Is assumed that the 
test drug is available to the slte(s) of 
the drug's action to the same extent as 
the standard drug product when the 
plasma concentration time curves arc 
identical with respect to the same active 
substances. It is important to note that 
the use of bioequivalence as established 
bv essentially Identical plasma concen¬ 
tration time curves is valid onlv when 
two different drug delivery systems de¬ 
liver onlv the same active principle^) 
to the general bloodstream. Furthermore, 
unless additional correlations between 
biological response and plasma levels 
have been established, it Ls not possible 
to use differences in the plasma time 
curves of the active substances to Infer 
that differences in biological response 
w ill necessarily occur. For example, one 
could compare the blood levels of as¬ 
pirin and the active metabolite salicylic 
acid ohtained from a capsule formula¬ 
tion which used a calcium salt of asnirin 
and a standard asnirin tablet nrevtously 
showm to produce clinical effects. If the 
blood level time curves were sune rim pos¬ 
able. it w’on)d be reasonable, based on all 
knowm studies, to assume that the for¬ 
mulations wouM have equal onset, dura¬ 
tion and intensity of pharmacological 
effects. However, if one pnxhict w^ere 
substantially more ranldlv absorbed than 
the other, one cannot conclude that there 
is necessarily a corresponding difference 
in onset of effect. The mathematical re¬ 
lationship between changes In blood 
levels and corresponding changes in on¬ 
set. or intensity of analgesia response is 
not presently known for aspirin. 

The Panel fl^ds that there are several 
processes and factors that govern the 
ultimate effectiveness of an active ingre¬ 
dient from the time of its administration 
until its pharmacologic effects, e g., re¬ 
lief of minor aches and pains, become 
evident. These factors include the dis¬ 
integration or breakup of the dosage 
form (solids) into granules or aggregates 
in the aqueous fluid* of the stomach or 
intestine. Another critical factor is the 
rate and extent of dissolution which in¬ 
volve the further transfer of drug In 
the fine solid particles into a dlsnerslon 
of molecules or ions In an aqueous solu¬ 
tion. The disintegration and dissolution 


FEDERAL REGISTER. VOL 42. NO 131—FRIDAY, JULY S, 1977 





35374 


PROPOSED RULES 


of the d 06 age form arc actually two dif¬ 
ferent processes. Until recently, however, 
rapid disintegration was thought to be 
the most critical factor involved with 
rapid availability of the drug for absorp¬ 
tion into the circulation. Official stand¬ 
ards only required disintegration data 
from most tablets. 

It is now understood that it is the dis¬ 
solution rate of the drug that most often 
determines the overall rate of absorption 
into the svstemlc circulation, and conse¬ 
quent! v its distribution to the desired 
site of action and it s pharmacologic ef¬ 
fect at that site. 

As will be described later in this dis¬ 
cussion. various studies have clearly 
demonstrated that each finished dosage 
form. e g., tablet, solution, etc., directly 
affects the dissolution rate and conse¬ 
quently the bloavailabilitv of the active 
ingredient There ore also data that dem¬ 
onstrate differences even in the dissolu¬ 
tion rates for the same dosage form, for 
example, between two unbuffered aspirin 
tablets, or between an unbuffered and 
buffered aspirin tablet. 

Whereas the Panel can find correla¬ 
tions between changes In product formu¬ 
lations and the drug levels achieved in 
the blood, the relationship of these blood 
levels to the degree and onset of pharma¬ 
cologic effect is not yet understood 'Ref. 
2). It ia obvious that a given level of drug 
in the blood is required to produce anal¬ 
gesia. However, for most OTC analgesics, 
because of the insensitivity of the cur¬ 
rent methodology, the possible increase 
in analgesia cannot be quantitated. 

2. Marketed product formulations The 
active Ingredients in OTC drug products 
are available in the marketplace in sev¬ 
eral finished dosage forms (formula¬ 
tions), e g., tablets, capsules, solutions, 
suppositories, etc. As part of Its evalua¬ 
tion of the safety and effectiveness of 
OTC internal analgesic, antipyretic and 
antirheumatic active ingredients, the 
Panel reviewed submissions for drug 
products manufactured in 14 different 
dosage forms. The Panel finds that an 
assessment of the safety and effective¬ 
ness of each active ingredient mu«t take 
into consideration the influence of prod¬ 
uct formulation on the absorption and 
pharmacologic effectiveness of the active 
ingredient. Differences in formulation 
such as the difference between a tablet 
and a solution can affect the absorption 
characteristics of ft drug product and 
consequently its therapeutic perform¬ 
ance. However, the Panel emphasizes 
that despite any apparent correlation be¬ 
tween formulation and bioavnilabJlity, 
there is no evidence that blood drug lev¬ 
els (a measure of bioavaiiabillty) corre¬ 
late directly with pharmacologic effec¬ 
tiveness. 

Tiie submissions to the Panel for 14 
different dosage forms (formulations) of 
OTC Internal analgesics, antipyretic and 
antirheumatic active ingredients are 
listed in the following chart: 


Dosage Forms ik Scrmissio.vs or Mark mo 
Drug Product* 


JVurober of 
product 

Solid dosage forms: submissions 

Tablets: 

Unbuffered -- 62 

Buffered ...............—. 13 

Chewable---— 3 

Enteric-coated ....- 1 

Timed-release .- 3 

Capsules... 1 

Powder*- 4 

On ms. 1 

Liquid dosage forma: 

Drops-......-- 4 

Elixir* - 7 

Highly buffered (effervescent) as¬ 
pirin for solution.. 2 

Suspensions_ 3 

Syrups__ 3 

Suppository dosage forms: 

Suppository - 1 


a. Solid dosage forms. It is evident 
from the above chart that the greatest 
number of OTC internal analgesic, anti¬ 
pyretic and antirheumatic drug products 
are marketed in a solid dosage form. Of 
these, the tablet in several variations. 
i.e„ unbuffered, buffered, enteric-coated, 
timed-release and chewable, is the most 
predominant solid dosage form used to 
market these products. Even though all 
of these formulations are In tablet form, 
formulation variations between them can 
affect the bioovailabiiity. i.e„ bioavail¬ 
ability as manifested in blood levels of 
the active Ingredient^) contained in 
them. The Panel, recognizing the variety 
of claims made for these different formu¬ 
lations. has attempted to evaluate the 
safety and effectiveness of active ingredi¬ 
ents. Some evidence relating to possible 
differences between dosage forms was 
developed by the drug manufacturers to 
meet other needs of the consumer, such 
as decreasing the incidence or severity of 
a drug's side effects, e g., the buffering of 
aspirin to modify its Irritating effects on 
the lining of the stomach, or to provide 
dosage forms that can be more conveni¬ 
ently taken, eg., timed-release forms, 
etc. The Panel has considered the advan¬ 
tages and disadvantages of these formu¬ 
lations which are briefly described below. 

Unbuffered (plain) aspirin tablets are 
the most common dosage form available 
in the marketplace. One might assume 
that all the products containing unbuf¬ 
fered aspirin are comparable with re¬ 
spect to their bloavaUabillty, ie.. the 
amount of aspirin absorbed into the 
blood in a given time. This unfortunately 
has not been demonstrated to be the case 
in those studies in which the dissolution 
rates of commercial unbuffered aspirin 
products have been compared, as dis¬ 
cussed below. The rate of bioavailability 
of most of the analgesics, such as aspirin, 
is related to its dilution rate. 

Several studies have shown that all 
aspirin product* do not have the same 
abinty to be absorbed and therefore to 
produce comparable blood levels in a 
specified time. The Panel concludes that 


significant variation In dissolution rate 
and absorption rate between aspirin 
products demonstrates the need for a 
standard dissolution test which can be 
used to detect preparations which w ill be 
so slowly absorbed as to potentially in- 
crease local adverse effects on the gastric 
mucosa or decrease therapeutic effects 
due to decreased bioavaliability. The 
Panel has proposed a standard tablet 
dissolution test elsewhere in this docu¬ 
ment. (Pee rart VI paragraph C 1 b. 
below—Asnirin <^laln and buffered) 
tablet dissolution testing procedure.) 

The other maior tablet solid dc*a?e 
form is buffered aspirin products Buf¬ 
fering agent* have b*en used for aspirin 
tablets to increase the dissolution rate 
in an attempt to hasten the onset of 
activity and reduce gastric irritation. 
The testing of buffered aspirin is dis¬ 
eased later in this document. (See part 
VI. paragraph C.l a below—Buffered 
aspirin acid neutralising testing proce¬ 
dure.) The labeling of buffered aspirin is 
ai*o discussed later in this document, 
<Soe part VI. paragraph Bid. below— 
LabeMng claims for marketed products 
containing analgesics combined with 
antacid or buffering ingredients,) 

Two forms of buffered aspirin are com¬ 
monly used which the Panel has dis¬ 
tinguished as "buffered" and "highly 
buffered for solution". 

The Panel has defined a buffered as¬ 
pirin product ns a solid dosage form con¬ 
taining 325 mg (5 gri aspirin and suffi¬ 
cient buffering capacity with antncic! ac¬ 
tive ingredient(s> identified in the OTC 
antacid monograph (21 CFK 331,31) 
such that the total add neutralizing ca¬ 
pacity of each minimum labeled dosage 
unit contains at least 19 mEq of acid 
neutralizing capacity following the test¬ 
ing procedures discussed Inter In this 
document. <See part VI. paragraph C.l a. 
below—Buffered aspirin acid neutralism 
testing procedure.) 

The quantity of alkaline buffers is suf¬ 
ficient to increase the dissolution rate of 
the product without necessarily increas¬ 
ing the pH of the gastric fluid. The prin¬ 
cipal reason for increasing the dissolu¬ 
tion rate of aspirtn la to facilitate its re¬ 
moval from the stomach as rapidly as 
possible to reduce the irritating iffecu 
of the drug on the gastric mucosa. 

Buffered aspirin preparations 
claimed to reduce the possibility of 
trie distress due to the aspirin. 
though the amount of buffer is not suf¬ 
ficient to markedly affect the pH o! gas¬ 
tric fluids, the buffering agent will in¬ 
crease the pH immediately around tn« 
dissolving particles, resulting In more 
rapid dissolution and removal from ™ 
stomach and hence decrease the liken* 
hood of local gastic irritation. , 

The Panel concurs with the 
consensus of a large number of 
which demonstrate that buffered 
is more rapidly absorbed from the 
trolntcstinal tract. The evidence a 
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serins to indicate that some individuals 
in the small subset of persons who regu¬ 
larly experience subjective symptoms of 
fastrte distress may experience less gas¬ 
tric Intolerance with some buffered as¬ 
pirin compared to unbuffered <plain) as¬ 
pirin. Suitable Category in labeling 
chims are discussed elsewhere in this 
document. <See part VI. paragraph B.l.d, 
below— Labeling claims for marketed 
products containing analgesics combined 
with antacid or buffering ingredients.* 

The dissolution is usually the rate lim¬ 
iting process for gastrointestinal absorp¬ 
tion of salicylates given in solid form. 
The greater dissolution rate of aspirin 
tn the presence of buffers is reported to 
be one of the factors responsible for the 
more rapid absorption of buffered as¬ 
pirin ‘Ref. 3>. 

The Panel has defined a highly buf¬ 
fered aspirin for solution product as a 
solid dosage form which must be dis¬ 
solved in water prior to oral administra- 
Uon as a solution. The product shall con¬ 
tain 325 mg <5 gri aspirin and sufficient 
buffering capacity with antacid active 
Ingredients) identifie d in t he OTC ant¬ 
acid monograph <21 CFR 331.11 >such 
that the total acid neutralizing capacity 
bf each minimum labeled dosage unit 
contains at least 20 mEq of acid neutral¬ 
izing capacity by the testing procedures 
described later in this document. <See 
port VI. paragraph C.l.a. below—Buf¬ 
fered aspirin acid neutralizing testing 
procedure.) 

The quantity of alkaline buffers in 
these highly buffered preparations is 
greater than that in buffered tablet prep¬ 
arations In this case, the pH of the gas¬ 
tric fluid is increased. Some highly buf¬ 
fered aspirins have been shown to signifi¬ 
cantly decrcrse gastric occult bleeding 
that results from direct effects of aspirin 
on the gastric mucosa and are discussed 
later in this document. (Sec part fit. par¬ 
agraph B.La,<2> below—Safety.) The 
Panel finds that this Is a desirable 
method of taking aspirin because of the 
rapid absorption. As with buffered as¬ 
pirin. it tnay also be the cose that some 
individuals in. the small subset of persons 
*ho regularly experience subjective 
tfniptoms of gastric distress, may expe¬ 
rience less gastric intolerance with some 
niuhly buffered aspirin for solution prod¬ 
ucts compared to unbuffered (plain* as¬ 
pirin However, the Panel has also con¬ 
cluded that tills or any other dosage form 
uoes not necessarily reduce the potential 
ior massive g strointestlnal hemorrhage 
Suitable Category III labeling claims are 
cl cussed elsewhere in this document, 
r u iP ari VI * Paragraph B.l d. below— 
labeling claims for marketed products 
containing analgesics combined with ant- 
tttJd or buffering Ingredients.) 

Although numerous buffering agents 
4 h r J lVallab k * or formulations, few 
***** bean done to compare the 
buffering agents on 
Z* ^‘solution rate of aspirin from solid 
, r ;*? K , e lorm *- In one study (Ref. 4> the 
in gators found a definite difference 
•.am f dissolution of aspirin from 

•c.s depending on the agent used to 

* mer t * le aspirin. Eleven different buf- 
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ferUig agents were studied The time re¬ 
quired for 50 percent of a given aspirin 
sample tablet to dissolve ranged from 1 
to 20 minutes depending on the buffering 
agent used. In general. It was determined 
that carbon dioxide producing buffering 
agents (sodium bicarbonate, magnesium 
carbonate and calcium carbonate* gave 
more rapid dissolution than the readily 
water-soluble buffering agents (sodium 
ascorbate and sodium citrate), and both 
of these classes of buffering agents gave 
much faster dissolution than water-in¬ 
soluble buffering agents such as alumi¬ 
num compounds and magnesium com¬ 
pounds other than magnesium carbonate. 

From the available data, the Panel 
finds that simply adding buffering agents 
to aspirin does not guarantee an in¬ 
creased dissolution rate over unbuffered 
aspirin. Important factors appear to be 
the type of buffering agent used and 
oilier undefined factors. e.g., tablet com¬ 
pression during manufacturing, etc. This 
may be an explanation for the discrep¬ 
ancy between studies comparing unbuf¬ 
fered aspirin with buffered aspirin. The 
buffering agent used with the aspirin may 
to some extent determine the outcome of 
the study. For this reason, actual testing 
of the dissolution rate of buffered aspirin 
products is necessary to determine if the 
buffering agent actually does affect the 
dissolution rate of the aspirin products 
and to what extent. 

Abo. the Panel notes that an ade¬ 
quately buffered aspirin product may not 
have an advantage over a well-formu¬ 
lated unbuffered product. In some stud¬ 
ies. unbuffered aspirin performs as well 
as buffered aspirin products. 

The totality of formulation variables 
of unbuffered and buffered aspirin prod¬ 
ucts therefore plays a very important 
role in determining their dissolution 
times Levy has compared the dissolu¬ 
tion of commercial unbuffered aspirin 
products with the dissolution of an as¬ 
pirin product buffered with aluminum 
glycinate and magnesium carbonate 
<Rcf. 5). In this study, three unbuffered 
products were tested. He found that 68 
percent of the 300 mg buffered aspirin 
tablet dissolved in 10 minutes, whereas 
the amounts of the three 300 mg un¬ 
buffered aspirin tablets that dissolved in 
10 minutes were lower and varied among 
the three products. The three values were 
42. 52 and 55 percent There was a 13 
percent difference between the fastest 
dissolving unbuffered product and the 
buffered product, the same difference as 
between the fastest and slowest dissolv¬ 
ing unbuffered products. He concluded 
that the variation in dissolution times 
among the unbuffered products could be 
due to differences in the formulation be¬ 
tween the three products. It is evident 
that the variation in dissolution rates 
among unbuffered aspirin products can 
be os great as the difference between 
unbuffered and buffered aspirin prod¬ 
ucts It is Interesting to note that in tills 
study another unbuffered salt of aspirin, 
namely calcium acetylsalicylate. had a 
dissolution rat* of 81 percent in 10 min¬ 
utes. which w'as greater than the dissolu¬ 
tion rate of the buffered aspirin product. 
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In another study. Levy and Hayes 
compared six commercial unbuffered as¬ 
pirin products with an aspirin product 
buffered with aluminum glycinate and 
magnesium carbamide (Ref. 6 ). The dis¬ 
solution half-times (the time required 
for half (150 mg) of a 300 mg tablet to 
go into solution) were determined. The 
dissolution half-time of the buffered as¬ 
pirin product was less than 5 minutes as 
compared to dissolution half-times of 
the six unbuffered aspirin products, 
which were all greater and ranged from 
8*2 to 13*4 minutes. In determining the 
dissolution rate, samples were not meas¬ 
ured at less than 5 minutes so that an 
accurate measure of the dissolution half¬ 
time of the buffered aspirin was not as¬ 
certained. A product consisting of a cal¬ 
cium acetylsallcylate carbamide complex 
was also tested in this study and its dis¬ 
solution half-time, like that of the buf¬ 
fered aspirin, was less than 5 minutes. 
Actually this product dissolved some¬ 
what faster than the buffered aspirin. 
Whereas 68 to 72 percent of the buffered 
aspirin dissolved in 10 minutes. 81 per¬ 
cent of the calcium acetylsalicylate car¬ 
bamide complex dissolved in that time. 
This study showed again that marketed 
unbuffered aspirin products have a wide 
range of dissolution rates. The six prod¬ 
ucts showed dissolution half-times of 
8 Vi, 8 * 4 . 10*4. 11. 11% And 13% min¬ 
utes. There was approximately a 62 per¬ 
cent difference between the fastest and 
the slowest values. 

It is apparent that different nationally 
distributed brands of unbuffered aspirin 
exhibit significant differences in dissolu¬ 
tion rate. These product-to-product dif¬ 
ferences probably account for some of 
the conflicting clinical reports concern¬ 
ing the relative advantages of unbuffered 
and buffered tablets. Some investigators 
have reported that the buffered form is 
more rapidly absorbed and causes less 
gastric irritation than the unbuffered 
drug. Other workers could find no dif¬ 
ference between unbuffered aspirin and 
buffered aspirin. It is now clear that be¬ 
cause of the differences in dissolution 
rates of different brands of both un¬ 
buffered and buffered aspirin products, 
different results would be expected de¬ 
pending on the products compared. Since 
the dissolution rates of buffered products 
might vary because of the type of buffer¬ 
ing agent used and the dissolution rates 
of unbuffered aspirin products might 
vary because of formulation differences, 
the Pune! concludes that unbuffered 
(plain * aspirin products should be tested 
for dissolution rate as well as buffered 
aspirin products. The Panel has proposed 
suitable testing procedures elsewhere in 
this document. (See part VI. paragraph 
C.l. below—Aspirin standard testing pro¬ 
cedures.) 

Chewable tablets offer a convenient 
method of administering the drxig to in¬ 
dividuals who have difficulty in swallow¬ 
ing whole tablets. This dosage form is 
especially popular for use In children. 
There are many marketed children's 
chewable aspirin tablets, which are 
usually flavored, containing 80 mg (1.23 
gr> of aspirin per dosage unit. These 
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tablets may be chewed, crushed on a 
spoon, dissolved on the tonirue or even 
swallowed as a conventional tablet. The 
Panel finds these chewable. flavored 
tablets acceptable and recommends that 
all such tablets containing salicylates for 
children under 12 yearn be labeled. 
•’Drink water with each dose**. In addi¬ 
tion. as noted elsewhere in this docu¬ 
ment, because aspirin can increase bleed¬ 
ing. the Panel recommends that chew- 
able a*Thrin-containinc tablets be labeled 
with the warning, “Do not take this 
product for at least 7 days after tonsil¬ 
lectomy or oral surgery except under the 
advice and supervision of a physician *. 

• See part III paragraph B.l.a.<2)<U) 
<b) </> below—Mucosal erosion of the 
mouth i 

The Panel Is aware that In the case of 
aspirin most of these products are pack¬ 
aged- with safety caps to prevent acci¬ 
dental opening by small children. How¬ 
ever. regardless of the method of pack¬ 
aging. the Panel recommends that the 
container be labeled with the warning. 
“Keep this product and all drugs out of 
the reach of children. In case of acci¬ 
dental overdose, seek professional assist¬ 
ance or contact a poison control center 
Immediately'*. 

Enteric-coated tablets were developed 
in an attempt to eliminate the local 
Irritation in the stomach caused bv some 
analgesics. Accordingly such tablets 
were designed to dissolve in the small 
intestine rather than in the acid gastric 
fluids. Therefore, when taking an en¬ 
teric-coated tablet, the individual must 
take into consideration the delayed ac¬ 
tion to be anticipated in the initial use 
of this dosage form. The use of these 
preparations for the treatment of acute 
symptoms such as the occasional head¬ 
ache. is not as desirable as a plain <un¬ 
related > analgesic tablet which is ex¬ 
pected to give relief in a shorter period 
of time. However, for the treatment of 
chronic conditions such as arthritis, 
these products mav be more useful once 
an adequate blood level is established 
and maintained. 

In a study of single doses of aspirin 
or e odium salicylate, uncoated tablets 
and two different enteric-coated prepa¬ 
rations of the two drugs were compared 

• Ref. 7). The results of the study showed 
that enteric-coated aspirin delayed ab¬ 
sorption and adequate salicylate serum 
levels were usually not evident for 6 
hours or more. The absorption of un¬ 
coated aspirin wav more rapid and salic¬ 
ylate scrum levels appeared within 1 
hour and were maintained for the next 
3 hours The absorption characteristics 
of enteric-coated sodium salicylate re¬ 
sembled uncoated aspirin but was de¬ 
layed by about 4 hours. 

Studies have shown that some cnteric- 
coated formulations pass through the 
entire intestinal tract without dissolving 
or have erratic dissolution rates result¬ 
ing in unpredictable blood levels •unpre¬ 
dictable absorption rates» and conse¬ 
quently unreliable therapeutic effective¬ 
ness «Ref 2). Other studies with enteric- 
coated aspirin tablets of different for¬ 
mulations have shown effective blood sa¬ 
licylate levels iRef. 8). 


It has been found that a significant 
proportion of commercially available 
entcrlc-coatcd tablets are cither not re¬ 
sistant to gastric fluid or not fully ab¬ 
sorbed after reaching the small intestine 
• Ref. 91. Port of the problem may be due 
to the tendency of some types of coated 
tablets to undergo changes on aging 
which can markedly alter their release 
characteristics iRef. 10). In addition, 
the absorption of aspirin from physio¬ 
logically available enteric-coated tablets 
Is highly variable depending upon indi¬ 
vidual factors such as gastiic emptying 
time. 

The Panel has therefore classified en¬ 
teric-coated tablets as Category III until 
adequate testing can demonstrate the 
bioavailability iblood levels). 

Timed-release dosage forms encom¬ 
pass the principle of a controlled release 
of drugs from oral dosage units. They 
prov ide the advantages of increasing the 
intervals between dosing and at the 
same time increasing the duration of 
action. However, effective preparations 
of timed-release drugs have been diffi¬ 
cult to achieve in the past, because of 
technical problems associated with their 
manufacture. Theoretically, timed-re¬ 
lease products are formulated so as to 
dissolve in gastrointestinal fluids in a 
controlled manner so that the total dose 
will be absorbed in increments over a 
longer period of time, eg., over 3 to 6 
hours rather than 1 hour, and the dura¬ 
tion of drug action wffl be extended over 
a longer period. eg., 8 to 12 hours rather 
than 3 to 6 hours. 

These formulations usually contain 
more than one single dosage of the drug 
unended to be released in a continuous 
and controlled manner so that the dura¬ 
tion of the claimed effect is Increased. 
However, it can be debated whether a 
1.300 mg aspirin sustained-release tablet 
Is as effective as two 650 mg doses of 
aspirin given 4 hours apart <Rcf. 2>. 

Seveliusnnd Colmore ‘Ref. 11) allowed 
in a clinical study that a sustained-re 
lease aspirin preparation had analgesic 
properties comparable to unbuffered as¬ 
pirin and buffered asplrUi. but was not 
superior to these forms of aspirin with 
respect to the duration of analgesic ef¬ 
fect In postpartum patients. Stubbe et 
al. • Ref. 12) suggest that a cellulose 
acetate phthalate coating on tablets 
slows salicylate release and increases the 
duration of action. There was little gas¬ 
trointestinal blood loss with this coating 
and the s&licylate blood levels were 
higher the following morning than with 
uncoated aspirin. 

Several timed-release aspirin prepara¬ 
tions are currently marketed. The label¬ 
ing on these products suggests that they 
provide long lasting relief, are useful at 
bedtime for relief of pain during the 
night, etc. The Panel has classified these 
tuned-release products with such label¬ 
ing in Category III until it is demon¬ 
strated that blood level* irate and extent 
of absorption) or pharmacologic effec¬ 
tiveness are comparable to, and the In¬ 
cidence of side effects arc not greater 
than, those seen with preparations given 
in conventional dosage 


Micronlzed aspirin refers to asnirla 
formulated in smaller than the usual -ut 
of particles. Such forms are as safe and 
effective as ordinary aspirin but If special 
claims relate to such characteristii * as 
runidity of onset or higher blood levels 
they are classified as Category III since 
no convincing data are available that 
m'cronlzing confers any favorable prop¬ 
erties to aspirin beyond those found with 
regular aspirin. 

Capsules are solid dosage forms in 
which the active lngredientts* is enclosed 
in either a hard or soft, soluble container 
or shell of a suitable form of gelatin. Its 
principal advantage In OTC products is 
that some individuals And it easier to 
swallow capsules than tablets. Otherwise, 
considerations of absorption and phar¬ 
macologic effectiveness are similar to 
those for tablets. 

Powders are a dosage form which are 
not at commonly used. They are rapidly 
absorbed however, often reaching peak 
blood levels more rapidly than the tablet 
dosage form The rapid absorption from 
finely divided powders is directly 
related to the large surface area of these 
products. Powders have the Sptsitage of 
ease of administration to young children 
who cannot swallow capsules or tablets. 
They may present problems If the dosage 
unit is not individually packaged The 
chief disadvantage for bulk products is In 
measuring an accurate dose of a powder 
Consequently, the use of bulk powders as 
a dosage form should be discouraged 
unless there is assurance that an ade¬ 
quate measuring device Is attached and 
likely to be used routinely. The Panel 
recommends that powders containing 
salicylates be mixed with a full glass of 
water and stirred prior to use. 

Historically, aspirin has been used as 
a gargle for the treatment of minor sort 
throat pain. Chewing gum formulations 
containing aspirin in a gum base were 
developed to provide for greater reten¬ 
tion and absorption of the drug and to 
produce a topical, local effect on the 
surrounding tissues. These formulations 
may also make the medication more 
pleasant to take. Chewing gums with 
aspirin are primarily used and labeled 
for “relief of minor sore throat pain" 
However, other traditional labeling u 
also included such as “for headache, 
muscular aches and pain’*. The latter 
claims can only be attributed to the ab¬ 
sorption of the drug into the systemic 
circulation. 

The Panel concludes? that aspirin or 
any analgesic in a gum base, with the 
specific claims for the relief of son 
throat, has not been adequately U ted 
for effectiveness. This use of aspirin may 
not be desirable or safe particularly U 
the tissue b highly inflamed of abraded 
because aspirin is irritating to the mu¬ 
cosal tissue as discussed above. Tar 
Panel recommends that claims of 
pirln-containing gum for the relief « 
sore throat or the use of aspirin a* _ 
gargle for a local effect properly v* 
in a review of ingredients claimed 
treatment of sore throat in general .m 
should therefore be deferred to the . 
vbory Review Pane! on OTC oral caw 
drug products for evaluation. 
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The Panel finds marketing of an OTC 
analgesic. In a chewing gum formulation 
acceptable If the product contains the 
do age and Category I labeling claims 
recommended by the Panel. 'See part 
III paragraph B.l. below—Category I 
Labeling.) However, such product form¬ 
ulations containing aspirin should in¬ 
clude the warning, ,r Do not take this 
product for at least 7 days after tonsil¬ 
lectomy or oral surgery except under the 
advice and supervision of a physician”. 
As with chewable tablets discussed above, 
oral mucosal damage may occur from 
the use of chewing gum aspirin products 
and the effect of aspirin on blood clot- 
Upj: may be a factor In such situations. 

b Liquid dosage forms. Although liq¬ 
uid dosage forms are used for OTC in¬ 
ternal analgesic, antipyretic and anti- 
rheumatic drug products, they are not 
as commonly available as the solid dos¬ 
age forms. For chemical reasons, aspirin 
is not readily available In liquid form. 
It !*< reasonably stable in dry air. but 
In the presence of moisture is slowly 
hydrolyzed to acetic acid and salievlic 
acid Currently only acetaminophen, 
choline salicylate and salicylamlde arc 
available in liquid preparations. Theo¬ 
retically. liquid dosage forms, l.e.. drops, 
elixirs suspensions and svrups, should 
have one chief advantage over solid 
dosage forms in that they are more rap¬ 
idly absorbed and consequently should 
have a more rapid onset of action. How¬ 
e'er. unless a significant difference in 
the onset of clinical analgesia can be 
shown, this theoretical speculation Is 
moot 


These preparations, which are usually 
flavored for consumer acceptabilitv. are 
promoted for use as drops for children 
to relieve the pain and discomfort of 
teething, tonsillectomy, etc. Drops may 
be administered orally directly from a 
calibrated dropper or mixed with food 
or liquid prior to use. The elderly and 
individuals who have difficulty swallow¬ 
ing solid dosage forms may And the 
-Squid dosage forms easier to take. 

An pointed out above, with more rapid 
absorption of liquid dosage forms, one 
*ouid expect peak blood levels and thera¬ 
peutic effectiveness to be attained sooner 
that; with solid dosage forms. No sig¬ 
nificant advantage in this respect, how¬ 
ever. iuis been demonstrated. 

c. Rectal suppository dosage forms. 
Jractical reasons underlie the necessity 
j°r the use of the suppository dosage 
form its use is indicated, for example, 
in Individuals who are vomiting, are 
unconscious, are suffering from extreme 
aa^tnc irritation, or arc otherwise de- 
nuitated and not able to take an oral 
***** In such individuals, rectal 
•^ministration may be practical. Sup¬ 
positories are dosage forms that melt 
J , undergo dissolution, after rectal in- 
itbru releasin * the active ingredient) s> 
u"*® arc then absorbed and produce 
pharm *cologlc effect. There are 
factors which can influence each 
ti«n mcJ ting, dissolution, or absorp- 
Tnc composition of the suppository 
he a very important limiting 
j^tor if it fails to melt at body tem- 
*r»iurc or melts too slowly, the Indi¬ 


vidual may pass the Intact suppository* 
without receiving any pharmacologic 
effect. On the other hand. If the base 
melts too rapidly and the active ingre¬ 
dient's) Is very Irritating to mucous 
membranes, adverse effects may result 
'Ref. 13>. This is a problem, especially 
for drugs such as aspirin which may 
cause local irritation. 

Variability in the melting time of 
suppository bases may result in varia¬ 
tions in the blood levels of the active 
ingredient 'bioavailability) so that the 
pharmacologic and therapeutic effective¬ 
ness of the drug is not achieved. An 
example of variations in the bioavafla- 
bllity of suppositories Ls demonstrated 
in a study in which the salicylate absorp¬ 
tion from five brands of commercially 
available aspirin rectal suppositories 
was studied in four adult male subtects 
'Ref. 13>. All subjects received each of 
the five brands at Intervals of at least 1 
week. The urinary excretion rates of 
total salicylate served as an index of 
the extent of absorption from the five 
brands of suppositories. The rate of ab¬ 
sorption from the suppositories was slow 
compared to absorption of the drug given 
orally in tablet form. Within a 2-hour 
retention period, only about 40 percent 
of the dose w*as absorbed from one of the 
five brands, and an average of only about 
20 percent of the dose was available 
from the other four brands. It was found 
that longer retention times tended to 
diminish the differences In absorption 
between brands. Only after a 10-hour 
retention period was absorption of the 
drug nearly complete in most cases. Gen¬ 
erally. the slow’ absorption from the sup¬ 
positories, and the inability to control 
the retention time due to defecation 
needs, make the use of suppositories a 
questionable dosage form for aspirin or 
salicylate therapy’. 

Because suppositories may have dif¬ 
ferent melting or dissolution rates and 
therefore provide unpredictable bloavail- 
ablllty of the drug contained in them, 
the blood levels achieved may be too 
low to be therapeutically effective or very 
high and produce toxic effects. There¬ 
fore. the Panel has classified supposi¬ 
tories in Category III. The Panel rec¬ 
ommends that suppository formulations 
demonstrate blood levels (rate and ex¬ 
tent of absorption) or pharmacologic ef¬ 
fectiveness comparable to and the inci¬ 
dence of side effects (including irrita¬ 
tion) not greater than, those seen with 
preparations given in conventional dos¬ 
age. Furthermore, suppositories can pro¬ 
duce irritation to the rectal mucosal cells. 
The extent of the irritation depends on 
the active Ingredient and the chemical 
composition of the base. For these rea¬ 
sons. each suppository formulation must 
be subjected to study in human subjects. 
'See part III. paragraph B.l.a'2) <ii> ib> 
(2> below—Rectai irritation.) 

3. Factors affecting drug absorption. A 
decrease in the rate and extent of 
gastrointestinal absorption 'bioavail- 
ability) of a drug may produce a de¬ 
creased pharmacologic effect of the drug. 
Not only can the formulation influence 
drug absorption but physiological vari¬ 


ables of gastrointestinal function can 
profoundly determine the bioavailability 
of the drug. Factors affecting gastroin¬ 
testinal function such os gastric empty¬ 
ing, intestinal transit time, and intestinal 
and hepatic metabolism may greatly 
affect the availability of the drug for 
absorption into the systemic circulation. 
Poorly absorbed drugs have a longer 
residence time In the gastrointestinal 
tract. In some cases this may lead to 
adverse local effects on the gastrointes- * 
tlnnl mucosa. 

The blood levels of a drug depend on 
the rate and amount of drug absorbed. 
Blood levels will me and fall in propor¬ 
tion to the dose of the drug available and 
be subject to the vicissitudes of formula- 
tlan and to physiological variables such 
as gastrointestinal function. For ex¬ 
ample, if only one-half the drug is 
absorbed, the effect is equivalent to 
lowering the dose. If absorption is suffi¬ 
ciently slow’, minimum pharmacologic 
effectiveness may never be attained. On 
the oth?r hand, if the rate of absorption 
is too rapid, toxic levels can be achieved. 
This assumes that there is a direct cor¬ 
relation between blood levels and the 
pharmacologic effect of a drug. In the 
case of analgesic agents, the relation¬ 
ship between blood levels and pharmaco¬ 
logic effectiveness has not been well 
established. A comparison of blood levels 
may offer a basis of comparison between 
different formulations of the same agent 
but are at present almost meaningless in 
comparing chemically different classes 
of analgesic agents. 

4. Determination of pharmacologic 
effectiveness. Evaluation of pharmaco¬ 
logic groups, a. Analgesic effectiveness. 
The most Important measurement in 
evaluating the effectiveness of an OTC 
analgesic is its ability to relieve minor 
aches and pains, and headache in a suit¬ 
able target population. However. pair\, 
which Is discussed later in this document, 
is a subjective symptom and presently 
our knowledge is limited as to its etiology 
and as to the detection of its presence, 
absence, or modification. (See part II. 
paragraph A.l. above— Pain.) The study 
of analgesics, or analgesiometry. must be 
based primarily on observations in man. 
The medical literature stresses the need 
for laboratory animal procedures, as yet 
not fully reliable, which will yield results 
that can be correlated with those in man. 
Hence, the Panel finds that the literature 
on analgesics is conflicting os to the 
effectiveness of specific drugs because 
of the subjective. Imprecise methods of 
testing and the difference of opinion 
regarding suitable methods of testing. 

The Panel notes that the most success¬ 
ful efforts to quantitate pam in the 
clinical situation have been those that 
have accepted the patient s own reports 
as appropriate indices of the pain ex¬ 
perience and of relief resulting from 
analgesic administration. The Panel’s 
recommendations pertaining to the 
evaluation of the effectiveness of a 
claimed OTC analgesic drug is discussed 
later in this document. 'See part III. 
paragraph C. below—Data Required for 
Evaluation.) 
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b. Antipyretic effectiveness. The ob¬ 
vious measurement in evaluating the ef¬ 
fectiveness of an OTC antipyretic is its 
ability to reduce fever. TIUs is a clinical 
sign that can readily be determined by 
objective measurement. The Panel has 
recommended that clinical studies be 
conducted in several populations of pa¬ 
tients, such as, patients with fever sec¬ 
ondary to cancer and associated Infec¬ 
tions, and fever in children and adults 
with acute infectious diseases. The Pan¬ 
el’s recommendations pertaining to eval¬ 
uation of the effectiveness of a claimed 
OTC antipyretic drug is discussed later 
in thb document. (See part rV. para¬ 
graph C. below—Data Required for 
Evaluation.) 

c Antirheumatic effectiveness. The 
critical measurements in evaluating the 
effectiveness of an OTC antirheumatic 
agent is its ability to restore joint func¬ 
tion and prevent progression of the dis¬ 
ease These drugs reduce joint or muscle 
tenderness or swelling Rheumatoid 
arthritis is still not curnbV nnd there¬ 
fore treatment must include the use of 
anti-inflammatory agents. One problem 
In assessing a claimed antirheumatic 
drug is the fact that the disease itself 
mnv change spontaneously. Adeouate 
studv design is critical in the assessment 
of antirheumatic effectiveness. 

Asolrin is one of the most commonly 
prescribed drugs for the treatment of 
rheumatic diseases and is used not only 
as an analgesic but as an antl-inflam- 
matorv aeent To achieve the desired ef¬ 
fect, large doses administered over a 
prolonged period of time are usually 
necessary. The Panel's recommenda¬ 
tions t*»rta*ning to the evaluation of the 
effectiveness of a claimed OTC anti¬ 
rheumatic drug are i’seussed later in this 
document f^ee part V paragraph C. be¬ 
low—Data Required for Evaluation.) 

d. Drug blond level determinations 
Manv of the studies *he Panel has re¬ 
viewed either in the literature or »n data 
submissions to the Panel, have utilized 
drug b’ood levels as a measure of anal¬ 
gesic effectiveness. Aspirin is commonly 
used as a standard analgesic dnm for 
comparison with other drills in which 
as.* ap> of blood salicylate levels arc made 
rather than direct measurements of the 
analgesic effectiveness of these agents. 
The Panel has evaluated this technique 
and conclude* that there is inadequate 
evidence that the amount of drug in the 
blood correlates directly with cluneal 
analgesia. The Panel emphasl7.es that 
this u not to sav that a relationship 
between blood levels and clinical re¬ 
sponse does not exist, but rather, that the 
relationship is complex and not presently 
understood. However, the Panel does 
recognize that an important value of 
drug blood*level comparisons is that they 
do give an indication of comparative dis¬ 
solution rates. If an analgesic product 
produces a blood level higher than an¬ 
other product within a given period of 
time e g.. 10 to 20 minutes after admin¬ 
istration. the higher absorption rate of 
the product might be attributed to a 
faster dissolution rate. The Panel con¬ 
cludes that there should be no reference 


to blood levels in the labeling which im¬ 
plies a corresponding clinical effect with¬ 
out substantiation of a correlation be¬ 
tween blood level and clinical analgesia 
e. Otuet, duration and intensity of 
pharmacologic effects The Panel rec¬ 
ognizes that drug labeling related to the 
onset, intensity and duration of pharma¬ 
cologic effects can Influence the con¬ 
sumer's selection of a product but can 
find no convincing evidence to support 
labeling claims which suggest a faster 
onset of effectiveness, eg, ’‘fast pain 
relief ”. Other than possibly for timed- 
release preparations no evidence was 
found to support claims such as "night¬ 
time pain reliever". There is also no 
direct evidence available to the Panel 
which sugge.su a greater intensity of 
analgesia for comparable products with 
claims such as "enhanced relief of pain". 

In the discussion above, the impor¬ 
tance of product formulation on drug 
absorption has been stressed. The dis¬ 
solution rate of the drug determines the 
rate of absorption. As mentioned earlier, 
studies have demonstrated that the 
addition o! small amounts of some 
buffering agents to aspirin enhances the 
rate of absorption of the drug, thus caus¬ 
ing less gastric Irritation. Consequently, 
some buffered aspirins are somewhat 
more rapidly absorbed from the gastro¬ 
intestinal tract than unbuffered aspirin 
and might also be expected to show 
earlier higher salicylate blood levels. On 
the other hand, there are buffered 
aspirin preparations that ure not ab¬ 
sorbed any faster than unbuffered 
aspirin products, as noted above How¬ 
ever. the Panel is unaware of any data 
that demonstrate that buffered aspirin 
provides a more rapid onset, a greater 
peak intensity or a more prolonged dura¬ 
tion of analgesic effectiveness than un¬ 
buffered aspirin. 
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K. ABSORPTION, DISTRIBUTION. BIOTRANS- 

FORXATION ' METABOLISM 1 AND EXCRE¬ 
TION Of ASPIBIN AND SALICYLATES IN 

1. Absorption . Aspirin and salicylate 
absorption occur by passive diffusion 
primarily of the non dissociated lipid- 
soluble molecules (salicylic acid and 
acctylsalicylic acid> across gastrointes¬ 
tinal membranes and is influenced by 
gastric pH If the pH is increased, salicy¬ 
late Is more Ionized and this tends to 
decrease rate of absorption; however, a 
rise in pH also increases solubility of 
salicylate, which has the opposite effect 
on absorption. Actually, there is little 
meaningful difference between the rates 
of nbsorptiou of sodium salicylate, 
aspirin and the numerous buffered 
preparations of salicylates. For example, 
in man. the absorption half-time for un¬ 
buffered aspirin is about 30 minutes, 
for buffered aspirin about 20 minute?, 
and for an aspirin solution only slightly 
less The presence of food delays absorp¬ 
tion of salicylates Orally ingested wW* 
lales are absorbed rapidly, partly from 
the stomach but mostly from the upper 
small intestine. Appreciable plasam con* 
ceotrmttoiu arc found In less than » 
minutes: after a single dose, a pcaK vww 
Is reached tn about 2 hours and wen 
gradually declines. Rate of absorption u 
determined by many factors. Particular 
ly the disintegration and dl *soluU 
rates if tablets arc given, the pH at w 
mucosal surfaces, and gastric ctr 

^^fofrans/ormafion Aspirin. * hif h I* 
absorbed as such, is first rapidly •- 
drotyzed to salicylic acid by ester . 

present in the gastrotnt«tlnat tract rro 

blood cells, and serum, but 
the liver This is a rapid reaction «> 
has a half-life of 15 to 20 BMW f 
1 and 2'. As a result of this 

drolvsls, plasma concentration of asp 

fs low (less than 20 micrography 

the usual therapeutic dosey R*h- 

cyllc acid, then undergoes blotrat 
(nation which occurs in niany tlssu” 
particularly in the liver by the cn«n> 


/ 
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from the microsomal drug metaboliz¬ 
ing system. 

The three chief metabolic products are 
salicyluric acid (the glycine conjugate), 
the ether or phenolic glucuromdc. and 
Uit ester or acylglucuronldc. In addition, 
a miu ill fraction is oxidized to gentislc 
acid '2,5-dihydroxybenzoic acid) and to 
2 3-dihy droxybcnzoic and 2,3,5-trlhy- 
4 rex y benzoic acids. These metabolites 
are iound in the urine; the conjugates 
and gentbic acid have also been iuunl- 
fied in plasma, liver, and some other tis¬ 
sues. The concentration of the meta¬ 
bolites in plasma is generally only about 

1 percent of the total plasma salicylate. 
The biotransformatlon routes of 

aspirin in man have been reviewed by 
Levy and Leonards (Ref. 3'. Aspirin is 
hydrolyzed rapidly in the body to salicyl¬ 
ic acid which is conjugated in part with 
glycine to form salicyluric acid and with 
glucuronic acid to form acyl and phenolic 
ghu uronides. A small fraction of salicylic 
Add is further hydroxylated to gentislc 
add There may be several other minor 
metabolites. Free salicylic acid and Its 
meubolites are eliminated from the body 
by renal excretion. 

The conjugates (salicyluric acid, phe¬ 
nolic and ester glucuronidc) and the 
other minor metabolites are excreted al¬ 
most exclusively in the urine (Refs, l and 

2 Levine «Ref 1) in her short review of 
salicylate metabolism states: 

All the processes of biotramfornntton and 
werrtlon are first order with the exccpuon of 
the conjugation of salicylic acid with glyctne 
to form *ali<ryi\'rtc arid and with glucuronic 
atui to form the ether glucuronidc • • • 
Salicyluric acid formation has been found to 
thuigt. from first-order to near zero-order 
June tier ’alien the amount of salicylic acid In 
the body exceeds the quantity derived from 
the hiotrmusf rrmatlon of about 1 g of 
t ftqbrtn: the glucuronide conjugating system 
[ r saturated at somewhat higher level* of 
wi*yUc add. When conventional dosage 
form are administered and the aspirin la Ab- 
normally, it would take only two tab- 
bts :o reach the level at which salicyluric 
f'TOiatlofei cease* to be a fir^t-order 

pxenir.tfr.on. 

aiim the salloyllc acid derived from 
in the body U below satur »tlon levels, 
the derail rate of elimination of salicylate 
kiuj’Ai first -order kinetics because all the 
elimination procesoea are first order, for the 
thminatLon of the 0 26 mg f ale | dose of 
Mpmn The half-time of elimination under 
cMt*:.rrter rendition* is about 3.1 hours At 
, * low ck»r* the major proem responsible 

•Aht'yiate elimination is Its conjugation 
eith clycine, *ince the fim-order rate of 
w.iryiunc acid formation U much faster 
r^te* of the glucuronide syntheses 
When do**-* of aspirin of 1 g or more are ad- 
■uxatered. the glycine conjugation reaction 
orowne*. practically 7 cro order and the glu- 
conjugation with the phenolic 
m?jp of t ti hcyute also approaches the limit 
‘ m CA Pacity As a consequence, the overall 
,, * 1,1 ^umnanon of the * Iicylate derived 
m Ur K e do*** of aspirin display* complex 
♦ indicative of a mixture of apparent 
fc-urocr and Am-order proem** • • • 

1 r *** 10 **d 16 k 4 °*** of 
pirtii oo not become linear until the aalt- 
* avid rrmainmg in the body drops to the 
^*’ l > ^bdvalent to hboul 300 uig of 
a in I Th,% a lack of conformity 

f*r* l- order kinetics. Below 300 mg tlie 


curves for all three doses are linear and Arst 
order. Moreover, the time required to elimi¬ 
nate 60 percent of the salicylate in the body 
lengthens «» the dose of aspirin increases, be¬ 
cause less of the more rapidly formed salicyl¬ 
uric acid u contributing to the overall elim¬ 
ination process. 

This was reported originally by Levy 
(Ref. 4) who In 1965 reported: 

Salicylate elimination kinetics was studied 
over a dose range of from 025 to 2.0 gm. 
of aspirin. It was found that when the 
amount of salicylate in the body of normal 
adult test subjects exceeded approximately 
360 mg. aspirin equivalent, conjugation of 
salicylic acid with glycine reached a maxi¬ 
mum rate and thus proceeded by zero-order 
klnetlca The overall elimination of salicylate 
was found to proceed by Arst-order kinetic* 
at very small doses and by parallel zero and 
Arst-order proce *cs at higher doses A kinet¬ 
ic model was developed and values for ap¬ 
propriate rate constants were determined 
which make it possible to reconcile apparent 
half-live* for salicylate elimination ranging 
from about 3 hr. to over 20 hr. which have 
been reported in the literature. The pharma¬ 
cokinetics of salicylate elimination were 
found to be unusual both qualitatively and 
quantitatively, and the results of the present 
study have potentially Important therapeutic, 
toxicologic, and pharmacogcnetic implica¬ 
tions. 

The half-life of salicylate In doses be¬ 
tween 300 and 650 rag has been reported 
to be between 3.1 to 3.2 hours (Ref. 1). 
However, if the dose is increased to 1 g 
the hair-life is increased to 5 hours (Refs. 
4 and 5). If the dose is Increased to 2 g 
the half-life is increased to about 9 hours 
(Ref. 4*. Not only is the half-life 
markedly increased, but the urinary ex¬ 
cretion also decreases as the dose is in¬ 
creased from 0.32 g to 0.97 g (Refs. 4 and 
6 ). 

If the urinary excretion is decreased, 
more salicylate will be retained In the 
body with a great toxic potential since it 
probably will occupy most of the avail¬ 
able albumin binding sites and displace 
other drugs or endogenous products, e g., 
bilirubin. 

The percent of the dose recovered in 
7.5 hours of urine collection is 715 per¬ 
cent after a 0.32 g dose. 55 percent after 
a 0 64 g dose and 52 1 percent after a 
0 97 g dose »Ref 6>. The subject becomes 
more complicated if one considers the 
great variabi’ity of salicylate metabolism 
and elimination when large doses (U) of 
aspirin are given. Levy and Hollister 
(Ref. 5) found an appreciable variation 
between normal, healthy volunteers. 
They commented: 

Thu marked tntenmbjcct variation of salic¬ 
ylate-elimination rate Is very significant. 
Expressed in terms of biological half-life 
( tv) the time necessary to reduce body drug 
content by SO**, values ranged from 2.55 to 
8 5 hours It is likely the studies of a larger 
number of subject* would reveal even greater 
difference* In salicylate elimination rate*. 
The possible implications of the-e difference* 
between subjects can be illustrated by con¬ 
sidering the amount of salicylate in the 
body immediately after administration .of 
one loading dose <D*) and as few a* three 
maintenance duse* (D). Boned on the average 
salicylate half-life found In the group (5 0 
hours), one may administer a loading dose 
iD*i followed by maintenance dose* of half 


that size (D=0.5D*) given at five-hour in¬ 
tervals. Assuming that the drug Is adminis¬ 
tered Ut rapidly absorbed form, the body sa¬ 
licylate content in a subject who eliminates 
the drug at the observed average rate 
(elimination-rate contuut 0 138 hr.-’) U 
about D* shortly after administration of the 
third maintenance dose, in other words, 
the body drug content is maintained at 
It* initial (and desired) level. On the other 
hand, the same dosage schedule. If used 
for the moat rapid salicylate eliminator 
in the group studied, would yield a body 
salicylate content of only about 0 67D*. 
Given to a subject who eliminates sa¬ 
licylate nt the lowest rate found in this 
study the average dosage regimen de¬ 
scribed above would result in a body salicy¬ 
late content of about 14D* (40% greatcV 
than the loading dose) after the third main¬ 
tenance dose. 

These example* illustrate the need to ad¬ 
just salicylate dosage regimens Individually 
on the bast* of a subject's predetermined eli¬ 
mination rate if the incidence of therapeutic 
failure tdue to subtherapeutlc drug levels) 
or toxic ciTccts (due to drug accumulation) 
Is to be minimized. 

The authors (Ref, 5) also recom¬ 
mended adjusting individual dosage in¬ 
tervals as follows: “The appearance of 
side-effects (such as tinnitus). Indicative 
of overdosage due to drug accumulation, 
may call for a change In dosing intervals 
rather than in amount of drug per dose, 
if therapeutically adequate drug con¬ 
centrations are to be maintained at all 
times/' 

Individual differences in apparent 
half-life probably reflect differences in 
salicyluric acid formation capacity (gly¬ 
cine conjugation > and is probably gene¬ 
tically determined. Levy has pointed out 
(Ref. 4) that: “Any search for genetic 
differences In salicylate elimination by 
salicyluric acid formation must be 
directed not only toward the determina¬ 
tion of individual flrst-ordcr rate con¬ 
stants for this process (which requires 
that the administered doses be small), 
but must aLso include the determination 
of individual maximum salicylurate 
formation rate capacities. Either one or 
the other (or both) could show genetic¬ 
ally determined differences, if existent/' 
He has also expressed concern (Ref. 4 ) 
about how little is known concerning the 
formation of salicyluric acid In children 
(as a function of age) and in arthrltics 
and other individuals taking large doses 
of salicylates. Levy et al. (Ref. 7) have 
studied the kinetics of salicyluric acid 
formation in man and have confirmed 
that this is the limiting step for the ex¬ 
cretion of salicylate' In urine. 

There is no information available In 
the literature to suggest that salicylates 
Induce their own metabolism, hence 
more caution Is necessary when large, 
frequent doses are used. Some data are 
available from a study in dogs (Ref. 8* 
which showed no change in the kinetics 
of salicylate elimination after repeated 
dosing. However, it is not known how 
vulldly this data can be extrapolated to 
man. 

3. Plasma concentration and distribu- 
tion . This subject has been reviewed by 
Davidson and Mandel (Ref. 9> as fol¬ 
lows : 
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Plasma Conczntiutioh and Distribution 

After a single oral do*e of 0 6 Om of anplrln 
In normal men, the average peak salicylate 
level in the plasma la approximately 4 mg/ 
100 ml and la reached in 100 to 120 min Af¬ 
ter ingestion by a fasting human subject. the 
drug may reach Its peak plasma level In 40 
min after a heavy meal, however, It may 
take 3 hr In the treatment of rheumatic 
fever, the desired plasma level la In the range 
of 30 mg/100 ml, which requires dw»en of 2 
Om several times dally. Sustained-action 
tablets are also available, which may plateau 
over many hours and require less frequent 
dosage As noted under excretion, however, 
after larger doses salicylates tend to be ex¬ 
creted lea* rapidly, thereby reducing the need 
for sustained tablets. 

A large part of the salicylate In the blood 
U bound to plasma proteins. Of this frac¬ 
tion. at leaM 05 percent is bound to albu¬ 
min. with the remainder adhering to alpha 
and beta globulins. The percentage which Is 
protein-bound ranges from 85 percent at 20 
mg 100 ml salicylates to 50 percent at 50 
mg '100 ml. Binding Involve* primarily the 
free carboxyl group, but the phenolic group 
markedly enhance* the attraction for pro¬ 
teins Aspirin Itself, however, undergoes Uttte 
or no binding. Binding may be strikingly al¬ 
tered in disease states Although the albu¬ 
min present still binds to the same degree 
per molecule, the total albumin concentra¬ 
tion may be markedly lowered, thus reduc¬ 
ing binding by as much as SO percent 
The salicylate concentration is usually 
greater In the serum than in whole blood It 
appears that the red cell membrane is read¬ 
ily permeable to salicylate and that the drug 
U not bound by the proteins of the erythro¬ 
cytes. 

The exact significance tf blood levels of 
aallcylate la still unclear. In dO£t salicylate 
levels after oral administration can actually 
still be increasing after tho analgesic re¬ 
sponse to bradykinln has worn off. It seems 
obvious that assays at the site of action are 
more meaningful than In blood but are 
more difficult to obtain. In a few cases sal¬ 
icylate concentrations in Joint fluids have 
been measured. Although unbound concen¬ 
trations in plarma and synovial fluid are es¬ 
sentially equal, the total concentration In 
Joint fluid Is only one-half of the peak 
plasma concentration, since Joint fluid con¬ 
tains less protein and therefore less protein- 
bound drug However, the ry no vial fluid drug 
concentrations remain hljher for consider¬ 
ably longer periods. 

The salicylates are distributed through 
a volume of body water much greater thAn 
that of the extracellular fluid. Studies on 
rats showed that (he concentrations in the 
liver, kidney, and lung were similar to those 
in the serum When the salicylate concen¬ 
tration Is calculated on the basis of water 
content, the liver contains about two-thirds 
as much as the serum, and muscle approxi¬ 
mately one-fffth a* much. 

Passage across the blood-brain barrier is 
relatively Incomplete. After the administra¬ 
tion of cither aspirin or pallcylate. salicylate 
Is found in brain water In rats and reaches 
a maximum of about 10 percent of the 
plasma concentration. In four mammalian 
species, including the monkey, no free 
aspirin was found In the brain. It Is appar¬ 
ently completely hydrolyzed to salicylate in 
the blood or brain, or else it does not pene¬ 
trate the brain. Salicylates show some se¬ 
lective concentration effects in certain por¬ 
tions of the brain At first, the more vascu¬ 
lar gray matter takes up the drug more rap¬ 
idly. but at equilibrium, these differences 
have disappeared. It has been shown with 
other analgesic agents «uch as morphine, 
that the uptake Is related to the vascularity 
of tissue In contrast, the pituitary gland of 


several mammalian species contains a two¬ 
fold or threefold excess concentration com¬ 
pared to the other portions of the central 
nervous system. Goldberg has reported the 
effects of alterations in carbon dioxide ten¬ 
sion on the penetration of salicylate into 
brain Hypercapnia (with plasma pH 8 81) 
may produce a twofold to threefold Increase 
in brain penetration of drug whereas hypo¬ 
capnia (with plasma pH 7 88) produces a 30 
percent decrease. These observations may be 
of importance in salicylate toxicity. 

it is of tntereu that insulin markedly in¬ 
creases analgesic action of salicylates and 
raises Its concentration In brain an* 
tissues, both in uormal and alloxan diabetic 
animals. 

Apparently salicylates cross the placental 
barrier readily. When pregnant rabbits are 
given large doses of sodium salicylate, the 
concentration of salicylate In the fetal serum 
is approximately two-thirds that In the 
maternal serum. Salicylates have also been 
found in milk. 

As fur as traversing the placental bar¬ 
rier. Woodbury <Ref. 2> states this fact 
more emphatically: "The drug readily 
crosses the placental barrier." Woodbury 
also mentions in reference to distribution 
that: 

The volumes of distribution of aspirin and 
sodium salicylate in normal subjects average 
about 150 ml kg or body weight, a value equi¬ 
valent to that of the extracellular space; 
since salicylate ts present within cells In 
various Uiauea, this suggests a markedly un¬ 
even distribution of salicylate In the body. 
The concentration of aallcylate In Intra¬ 
cellular fluid la lower than In plasma, In part 
because of the lower pH of the former. The 
movement of salicylate across some ceil mem¬ 
branes Is pH dependent and appears also to 
be lusuiln depenlent Salicylate does not ac¬ 
cumulate In pathological fluid*, such an Joint 
effusions In acute rheumatic fever; hence, a 
selective distribute Is not the basis for its 
therapeutic effects. 

Furthermore. Woodbury adds that 
"only traces (of aspirin) are present in 
sweat, bile and feces." 

4. Excretion. It has already been men¬ 
tioned how salicylates are excreted In 
the urine < vide supra) »Ref. 2): 

Practtca'ly all of a given doee can be re¬ 
covered in the urine as free, unaltered 
nallcytate and as the metabolite* described 
above, the nature and the relative amounts 
of which vary In health and disease with the 
dosage and with the pH of t v e urine Studies 
in matt indicate that aallcylate Is excreted in 
the urine as free salicylic acid (10%). 
salicyluric acid (75*3-). salicylic phenolic 
(10%) and acyl (5*5) glucuranldes. *nd 
gentisic acid (less than 1 %). 

Urinary pH plays on Important role 
in excretion. As stated by Woodbury t Ref. 
2 ): 

Changes In urtiury pH In the acid range 
have negligible effects on salicylate clear¬ 
ance: however, the mean clearance is about 
four times as great at pH 8 0 as at pH 6 0 
The clearance Is well above the glomerular 
filtration rate at pH 8 0 but considerably be¬ 
low it when the urine Is acidic This is due to 
the fact that salicylate and sallcylurate arc 
highly ionised at pH 8.0 and little diffuses 
back from the renal tubular lumen At a 
urinary pH 6 0 large ameunta of salicylate 
and saticvlurate are nonloinzcd and readily 
back-diffuse High rates of urine flow de¬ 
crease tubular back diffusion, whereas the 
opposite Is true in oliguria The conjugates 
of salicylic acid with glycine and glucuronic 


acid are water-soluble organic acids that do 
not readily back-diffuse across the renal 
tubular cells. Their excretion, therefo-e, t% 
both by glomerular filtration and proxinu! 
tubular secretion end Is not pH depend?at 

Furthermore, conditions that decrca.se 
the glomerular filtration rate or reduce 
the secretory Tm (transport maximum) 
of the proximal renal tubules, such as 
renal disease or the presence of inhibi¬ 
tors (such as probenecid) will decrease 
excretion and consequently Increase 
plasma concentration which could be 
dangerous if the concentration in 
plasma approaches toxic levels. 
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L. ABSORPTION, DISTRIBUTION, ■TOTRANSrOt- 
MATION (METABOLISM) AND EXCRETION 

or acetaminophen 

Acetaminophen Is rapidly and almost 
completely absorbed from the gast* 0- 
intestinal tract * Ref. 1 >. It has been sug¬ 
gested that some dietary component 
could alter the absorption of acetamino¬ 
phen administered orally. In P*rttcuuir. 
high carbohydrate test meals have been 
found to retard acetaminophen 
tion (Ref. 2). Acetaminophen obsorpunn 
has also been found to be inhibited) 
activated charcoal (Ref. 3). The autbo 
found that 10 g activated charcoal jw 
ministered immediately after the ® 
administration of 1 g acetamlnoph^ 
reduced absorption by 66 to i l * v 
in 2 subjects (Ref. 3>. . 

Peak plasma concentrations after *• 
administration of acetaminophen “m. 
been reported to occur in 30 to »■£ 
utes iRef. L . In an unpublished 
it was found that peak tW , 

after acetaminophen admlnisindW 
were reached between 40 and 67 n 
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using different pharmaceutical forms of 
acetaminophen <Ref. 4). 

The plasma half-life has been reported 
to be from 1 to 3 hours (Ref. li. In an 
unpublished study »Rcf. 5), the mean 
plasma half-life using several pharma¬ 
ceutical forms was 148^43 minutes. 

Acetaminophen is relatively uniformly 
distributed throughout most body fluids 
Ref. 1). Binding of the drug to plasma 
proteins Is variable and depends on the 
dose During acute intoxication, as much 
a.s 20 to 50 percent may be bound to 
plasma proteins »Ref 1). Dearden and 
TomlLson 'Ref. 6> studied the protein 
binding affinities of some p-substituted 
acetanilld derivatives including acetami¬ 
nophen and found that at therapeutic 
doses the association constant was low. 
which would permit high free drug con¬ 
centration In blood and plasma for a rel- 
nlively long period of time. 

Acetaminophen Is conjugated in the 
liver to form glucuronide and sulfate 
conjugates. Cummings et al. (Ref. 7) 
showed that acetaminophen Is eliminated 
mainly by these two pathways. By 
chromatography and infrared spectro¬ 
photometry they characterised the sul¬ 
fate and glucuronide of acetaminophen. 
They found that 26 percent of acetamino¬ 
phen administered was excreted as the 
sulfate and 49 percent as the glucuronide 

It .scents that the formation of 
acetaminophen sulfate in man may be 
capacity-limited In the 1 to 2 g dose range 
•Ref 8’. This has been shown by Levy 
and Yomada by the fact that acetamino¬ 
phen sulfate excretion reaches a plateau 
following the administration of 2 g 
Acetaminophen* Acetaminophen is also 
conjugated to a lesser degree with 
cysteine and the corresponding mer- 
capturate. 

The metabolites of acetaminophen 
have been separated and determined 
quantitatively in urine by gel filtration 
using Scpiiadex O 10 (Ref. 9). These au¬ 
thors also found the most Important 
metabolites to be the glucuronide and 
sulfate, other metabolites found were S- 
‘1 - acetamino - 4 - hydroxy phenyl»- 
cysteine and 1 - acetamtno - 4 - hydroxy 
itfienyl mercapturic acid. Using this tech¬ 
nique minor Quantities of free acetami¬ 
nophen were also found in the urine, 
using this technique the total recovery 
*** 95 to 100 percent and the admin¬ 
istered dose was accounted for as follows: 

3G 5 to .*>8 5 percent as glucuronide 
iV 5 !o 33 » Percent as suifau. 

5 to f i prreent a* mercapturate 

4 !o 5 & percent as cysteine conjugate 

4 5 percent as free aretanuuophen 


keen suggested that the hydrox- 
Matcd metabolites are responsible for 
methemeglobin formation and hepato- 
w»city 'Ref. i>. The Administration of 
,.„".‘ : ‘) ln °Pheu to patients with impaired 
ftmctkfc results In increased ac- 
ir. , n oi u <*tamlnophen conjugates 
bccau -‘ te of poor excretory 
nifiof but onIy ln m toor changes in the 
^O^traUons of free acetami- 
(wphen ‘Ref. l) 


rhe metabolism of acetaminophen has 
f<ri v kown to be markedly changed by 


the concurrent administration of salicyl- 
amide (Ref. 8>. The authors found evi¬ 
dence of competitive Inhibition by snil- 
cylamide in the formation of acetamino¬ 
phen glucuronide and sulfate. This effe: t 
was counteracted or prevented by the 
administration of L-cysteine (a source of 
sulfate;. This interaction may have 
therapeutic and or toxicological impli¬ 
cations since the inclusion of salicyl- 
amide In on analgesic mixture will in¬ 
hibit the two major processes for the 
elimination of acetaminophen. This in¬ 
teraction with salicylamide becomes 
more important if one considers the 
capacity-limited formation of sulfate 
described above (Ref. 8>. On the other 
hand, concurrent administration of sali¬ 
cylic acid has been found not to exert any 
significant effect on the formation of 
acetaminophen glucuronidcs or sulfate 
or in the half-life of acetaminophen 
(Ref. 10>. 
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The Panel considered all pertinent 
data and information in arnving at its 
conclusions and recommendations. The 
Panel was charged with the review of 
OTC internal analgesic, antipyretic, and 
antirheumatic drug products. Alter care¬ 
fully reviewing all of the available data, 
the Panel has clarified the data into 
analgesic, antipyretic and antirheumatic 
agents. <See part n. paragraph I. above— 
Definitions.) 

HI. Analgesic Agents 

A. GENERAL DISCUSSION 

The Panel has defined OTC analgesic 
drugs as agents useful to relieve occa¬ 


sional minor aches, pains and headache. 
These agents are intended for the relief 
of the type of pain that is self-limited 
and requires no special treatment or 
prior diagnosis by a physician. Such 
analgesic agents are commonly referred 
to as the mild analgesics in contradis¬ 
tinction to the strong analgesics such as 
the potent narcotic or morphine-like 
analgesics The mild analgesics can be 
chemically divided into two main sub¬ 
groups: Those agents chemically related 
to the strong analgesics, e.g., codeine, 
ethoheptazines. and propoxyphene: and 
those analgesics like aspirin, with anti¬ 
pyretic and anti-inflammatory or anti- 
rheumatic activity, eg.. salicylates, sali- 
cylamide, aniline derivatives, phenylpy- 
razoles. etc. It is the latter group of mild 
analgesics that have generally been as¬ 
sociated with OTC use. 

The mild analgesics which are accept¬ 
able for OTC use include the salicylates, 
eg., aspirin and the nonsalicylates, e.g., 
acetaminophen. All of these agents arc 
administered orally and in special cases 
rectally. Since these agents are not as 
potent as the strong analgesics the milder 
agents are most effective for relief of 
mild to moderate pain. MUd analgesics 
probably achieve their effect through 
several mechanisms. The salicylates 
which are the most commonly used OTC 
analgesic agents are believed to alleviate 
pain by both a peripheral and a central 
nervous system (CNS> effect Direct ef¬ 
fects of salicylates on the CNS have been 
described and suggest a hypothalamic 
site for the analgesic as well as the anti¬ 
pyretic effects. This is supported by the 
fact that unalgesic doses do not cause 
mental disturbances, hypnosis, or change 
in modalities of sensation other than 
pain. Both the peripheral and CNS fac¬ 
tors contribute significantly to the pain 
relief afforded by this class of drugs. 

The types of pain amenable to relief 
by OTC analgesics are generally those of 
relatively low intensity, particularly 
headache, myalgia, arthralgia and other 
pains arising from integumental struc¬ 
tures. The salicylates have lower maxi¬ 
mal effects than do the narcotic anal¬ 
gesics and hence are used only for pom 
of mild to moderate Intensity. The sali¬ 
cylates are more widely used for pain 
relief than anv other class of drugs. 

Although OTC analgesics may effec¬ 
tively ameliorate the pain due to vari¬ 
ous physical conditions, disease entities, 
or specific physical sites, the listing of 
a multitude of conditions and sites In 
order to be factual and all inclusive 
would not only result in a lengthy list 
that would tend to be confusing but 
could also mislead the consumer by the 
implied assumption that the product 
treats the physical condition and/or dis¬ 
ease rather than Just temporarily re¬ 
lieves the pain associated with the phys¬ 
ical condition and/or disease. For this 
reason, the Panel has recommended that 
OTC analgesics be simply indicated "For 
the temporary relief of occasional minor 
aches, pains and headache’*. 

The Panel concludes that no OTC an¬ 
algesic product should be taken by 
adults for more than 10 days or by chil¬ 
dren for more than 5 days except under 
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the advice and supervision of a physi¬ 
cian. If the consumer feels the need to 
continue self-medication beyond 10 
days, It may be indicative of an under¬ 
lying serious condition requiring medi¬ 
cal supervision. Self-medication with¬ 
out consulting a physician may in some 
conditions cause irreparable damage. It 
is the Panel's opinion that if symptoms 
require the use of an OTC analgesic for 
more than 10 days, the individual is suf¬ 
ficiently ill to require consulting a physi¬ 
cian. The 10 day limit is based on his¬ 
torical precedent and past marketing 
experience. The Panel has concluded 
elsewhere in this document that the du¬ 
ration of use of all analgesics should be 
limited to 5 days for children under 12 
• years of age (See part n. paragraph F.3. 
above—Statement on children's dosage.) 
Therefore, the Panel recommends that 
all OTC analgesics contain the warning 
for adults, “Do not take this product for 
more than 10 days. IX symptoms persist, 
or new ones occur, consult your physi¬ 
cian". and for children under 12 years of 
age r “Do not take this product for more 
than 5 day's. If symptoms persist, or new’ 
ones occur, consult your physician". 

8 CATEGORIZATION OF DATA 

1. Category l conditions under which 
analgetic agents arc generally rccog~ 
nized at safe and effective and are not 
misbranded. 

CATEGORY I—ACTIVE 
INGREDIENTS 

The Panel has classified the following 
analgesic active ingredients as generally 
recognized as safe and effective and not 
misbranded: 

Aspirin Magncfilum salicy- 

AcftUmmophen isle 

Calcium csTbssplrln Sodium MUlcylAt© 
Choline salicylate 

a. Aspirin. The Panel concludes that 
aspirin Is a safe and effective OTC anal¬ 
gesic when taken in the recommended 
dosage of 325 to 650 mg every 4 hours 
while symptoms persist not to exceed 
4.000 mg in 24 hours for not more than 
10 day's. 

Cl) Effectiveness. Aspirin Is bv far the 
most wldelv used OTC Ingredient in the 
US In fact, almost 19 billion dosage 
units are sold onnually ; During the 75 
years that have elapsed since aspirin was 
Introduced to the U.S. market, and be¬ 
cause of it? immense popularity in this 
country, it has been exterusivelv dis¬ 
cussed in the medical and scientific lit¬ 
erature, 

Aspirin is useful in mild to moderate 
pain not only when the pain Is localized 
but also when it is widespread Studies 
on cancer pain suggest that aspirin may 
also relieve mild to moderate pain of 
visceral origin. 

Thousands of articles have been writ¬ 
ten on aspirin since the first pharma¬ 
cological data were reported in the liter¬ 
ature by Dreser In 1899 <Ref. 1). Virtu¬ 
ally all of the experiments discussed in 
the articles showed aspirin to be super¬ 
ior to placebo in “mild" to “moderate" 
pain Kan tor stales that “modem clin¬ 


ical pharmacologic testing has estab¬ 
lished that aspirin is an effective anal¬ 
gesic in a variety of pain states" (Ref. 2>. 
Beaver, in an extensive discussion of 
mild analgesics In 1965. summarized the 
findings of over 40 controlled human 

Controlled human studies demonstrating 

to 


analgesic studies which demonstrated 
the superiority of aspirin to placebo 
<Ref. 3). 

The Panel has included the following 
table which summarizes the studies re¬ 
ported by Beaver *Ref. 3): 

•le superiority of aspirin to placebo prior 
965 


!nvr*2fc»t«r&> 


Type of ptllent, "taker of pain, of bofb 


A'i' 

(mLilljruaj 


Bffclwpr " %l... 

Bo>V ft aL. 

Brrnntaii-.... 

Brurtl ftiui Holt.f-. 

Cartoon wid MacnuMna.... 

C *»9 and FrMcdk.- 

C*Kft a)...~- 

Cunrtar and WMi«torg- 

DtKomfrK and L-MttfnA... 

DeKornfeld ft al. 

Fatnbrfg ft aL. 

Forwi... .*.......♦•***••*• 

Frvy....—*— 

Hand* ft al .. 

Hood' A WaUrnfUdn. 


Kantor" al. 

I>o...... 

LaMcna" al—.... 
Magff A I>e Jong..... 

Mam rt al....... 

Murray. 


__ FnatopwaUw. 

............. MiwcitfoRk.... 6u. 

Poftoperalltr dfutal. nut p*i toil*.J80. 

..Boat naitucu-..-.fjO, 

..Itradacto, outpatients.......IjOOO* 

...MUM chronic......222 252 

_MUM chronic....igtoaoo 

...Headache, outpaUmta.t...—-— JJJ. 

, Poftjartunt..—— ••••——— gDO. 

1111111111™’MliM muicufc«fc*tK*L milpourot*. *&<* Mfl. 

..M.iM acute and chronic.300and 9(0 

..Headache, Inpatients and outpatient*. 

.Cancer...—.—.*£* ^ 

4MMII »»»eestsf 

... ..Ponopmtttr, and frmetiue...- J» 

..Poatnartun. — WO and 1^09. 

..do.g» n- 

.Headache, outpatients.- «0and 1.X& 

.MUM clironk and acute--- •- **• 


Orkin etal... 

flettel.. 

Screliu* A Cahoot*... 

Sunshine et al. 

Chliiod. 

Vatoiilne A Martin.. 
XriwMtr. 


Ilaadflche outpatient*..MSJCSar.d 

MUsSTS^te..;.... JW-,,, 

Postpartum...... «*> ")• 

Mixed acute..... 

Postpartum and mlied—....— ts&oc 

PnitopeftUive.. 

MlxMchronk and acute.5°0. 


Beaver also noted that because of the 
consistency of aspirin's analgesic activ¬ 
ity In well-controlled analgesic studies, 
most researchers often included it as a 
standard in their experiments. For ex¬ 
ample. Lasagna G962), In a series of 23 
separate consecutive studies conducted 
on patients with postpartum pain (after 
childbirth) found in 22 of these studies 
that the analgesic response to 600 mg of 


aspirin was superior to that of placebo 
(Ref. 4). Blmilarily, Houde demonstrated 
a significant superiority of aspirin over 
placebo in 9 of 10 studies in patients 
with cancer (Ref. 5). 

The Panel has included the following 
table which summarizes some other 
more recent studies which also demon¬ 
strate the superiority of aspirin to 
placebo. 


Controlled human studies demonstrating the superiority of aspirin to placebo since !&>*> 


Inrr*Us*torU) 


Typ* of patient, rttatagy of pain, or both 


Afpirln do" 
dnUttfmnx) 


Bloom (kid, " Al (rrfrww* S)... .. 

BloomflrM Aful Hur»m ( n kntw s 7). 

HMcr"»id ft Al. tfftofftof 6).... 

Cfthitiiim " a1. iTPicrrtw+ 9) ... 

f’fnper and IWtrr <rrfrn*no» 10).. 

MfU And Turntr*farrn«f*t> II And 11). 

Lampitto rt *1. <r*fcrmce 13/... 

Mcwrtel rt al toAtwnot 14)....... 

Mo«*ftfl rt al (tshmnct li) .—• 

Morftrl rt al. rr/rrmrr Wj....... 

Murray irrfrmvcf 17). . 

Ka/jthoo** " ml. (rrfannet 11)... 

Firlthoa" et Al. trrPrriMU It).—. 

8trupon (rfXeftncm a0)^^..~ 


Fplslotomy...... — 

Toumlnuet an-Jrpjtlolomy...—. 

gpMotomy... • 

PoUoprratlff...-.—~— 

Oral ?untrr>*.—.....— 

FoalopfratUf. ... 

PoflorimiiiYf ..—.... 

I’axicnatk caih« twin—.. 

Variou*. mild to modcmlf. . 

Cihfif.... 

HfAdaeb*..——— 

FootopHAtlvc. ...—*-- 

POitOprfAtlVf... . .. 

Orthofvdk, po*toprraUvr—. 


aoa 

lot 

too. 

•fit). 

H 

■a 

235. 

660. 

rv 

6Vi 

!!!■ 

ffOtol^OO 

MO 

• i- 


In 1967. Murrav compared placebo. 
648 mg aspirin, 325 mg acetaminophen 
plus 325 mg sallcyUmide, and 487 mg 
acetaminophen plus 487 mg salicylamide 
in medical and pharmacy students with 
pain due to headaches (Ref. 17). He 
found that aspirin produced relief in 
78 percent of the cases, placebo in 46 
percent and the acetaminophen-salicyl- 
amide mixtures In 69 percent and 76 
percent, respectively. All medications 
were found to be stattstlcnUy superior 
to placebo but no significant differences 
were found among the drugs tested. The 
importance of this study Is that the pain 


evaluated was that from common head¬ 
ache, the most frequent reason for r 


Irin ingestion. _ . Hn 

The blood level below which asptnn 
ineffective os an analgesic has no 
pen adequately demonstrated 
nalgesla has not been shown to ^ ‘ 
plate directly with levels of salio 
> the blood. However. Bearer notedtw 
tie use of graded doses can Illustrate . 
tires hold ohenomenon <Ref.3». 

In another study by Murrav. ® 
f medical and pharmacy students ^ 
roded doses of aspirin to ^ 

che (Ref. 2D He showed that 163 m* 
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and 325 mg doses of aspirin did not 
statistically differ from placebo response. 
Results were significant, however. In 
those using 650 mg of aspirin. An inter¬ 
mediate dose of about 500 mg was not 
used in this study. It would appear that 
t minimum dose of between 325 and 650 
mg is necessary for significant headache 
analgesia, but additional studies are nec- 
essary to confirm this. 

In addition, once some measurable 
level of analgesia is achieved, its dura¬ 
tion and intensity' also do not neces¬ 
sarily correlate with salicylate levels in 
the blood (Ref. 3). 

However, with regard to intensity of 
analgesia. Murray demonstrated an in¬ 
crease in analgesia when the dose of 
aspirin was Increased from 325 mg to 
650 mg (Ref, 21). A study by the Vet¬ 
erans* Administration Cooperative Anal¬ 
gesic Study Group also showed a differ¬ 
ence In analgesic effect between 300 and 
900 mg aspirin in patients with post¬ 
operative pain (Ref 22). In this study 
even the low dose of 300 me was signifi¬ 
cantly better than the placebo. 

In another study. Modell and Houde 
showed a do«e related Increase in pain 
relief when 400 me. 600 mg and 900 mg 
aspirin were administered to patients 
with cancer (Ref. 23>. 

Kuntor fou**d ♦ha* within a popula¬ 
tion of postpartum patients there were 
two response groups. The patients whose 
main complaint was pain following cpisi- 
otomy <a surgical incision made to aid 
removal of the infant from the vagina) 
were able to discriminate between 300 
mg and 600 mg do<cs of aspirin while 
those patients whose main complaint 
was uterine cramp pain could not (Ref. 
2 >. 

Bloomfield ct si., in a double-blind 
t idy performed in 1967. were unable to 
show a significant difference between the 
snnlReMc effect* of 300 mg and 600 mg 
do cs 0 f ||*pj r f n However, both levels of 
w*T>irin were significantly more effective 
than T'l^ccbo (Ref. 6>. L°ter in 1970, 
Bloomfield ct al. ronfinped Kartor's re¬ 
mit-. recording the differing levels of 
freerivencss of aspirin in relieving the 
of epMotomv (Ref. 7). 

Hill and Turner (1969) approached 
the analgesic evaluation problem from 
• different point of view. In a double- 
ohnd studv, aspirin was compared to the 
ftarcotic analgesic meperidine in pa¬ 
tient* with post-operative pain ranging 
“mild” to •‘severe.’ 1 They concluded 
^rin preferred at the milder 
h-.r ? ,m * n whWe meperidine was 
p.cicrable at the severe pain levels <Ref. 
m . However, the*? same researchers 
t**r^ not ^ r dou bte-bhnd study In pa- 
nJl^ Uh P aln following gvnecological 
£*** ^ould not differentiate meperi- 
non.i> a *. n ancl Ptoeebo “in the patient 
“ whole " but could dis- 
n?u..h them when patients were clns- 

min o miUal severity of their 

hnve. .Hef 12). This latter study could 
»*♦.. h , n InsensiUvg if the pain inten- 
considered and Ulus- 
4: ^lKc* ion)ct:>^ e iri ^ cr(nt difficulties In 

Uie^anartl V a i ( 1971 1 b^ve evaluated 
analgesic effect of 650 mg aspirin as 


compared with 60 mg codeine sulfate in 
patients with pain due to unresectable 
carcinoma (cancer) And found that pain 
relief with aspirin exceeded that of co¬ 
deine (Ref. 14). 

Moertol et el (1972) compared 650 
mg aspirin to 250 mg mefenamic acid. 
50 mg pentazocine. 650 mg acetamino¬ 
phen, 650 mg phenacetln, 65 mg codeine. 
65 mg propoxyphene, 25 mg promazine, 
75 mg ethoheptazine. and placebo all 
given orally to patients with pain due to 
unresectable cancer (Ref. 16). They 
concluded that aspirin was •'‘superior to 
all agents tested.” 

Recently. Moertel ct al. (1974) studied 
aspirin as a single ingredient and in 
combination. Aspirin 650 mg a gai n 
proved significantly' better than placebo. 
Neither 32 mg pentobarbital nor 65 mg 
caffeine appeared to increase efficacy In 
patients with cancer. However, adding 
65 mg codeine. 25 mg pentazocine, or 9 
mg oxycodone did significantly increase 
pain relief (Ref. 15). 

While the effectiveness of aspirin is 
undisputed, there are limitations to its 
use which must be kept in mind. There 
are wide individual variations in re¬ 
sponse to all analgesics, and while as¬ 
pirin is generally effective in relief of 
mild to moderate pain, it Is only of lim¬ 
ited value in relief of severe pain. 

The Panel recognizes that pain is only 
a symptom of an underlying pathologic 
state and If it is severe or persists, medi¬ 
cal attention should be sought. Thus, it 
finds the following warning necessary. 
*‘Do nor take this product for more than 
10 days. If symptoms persist, or new 
ones occur, consult your physician”. 
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(2) Safety. As noted earlier in this 
document, aspirin is the most widely 
U5ed single drug In the United States. 
The Panel believe* that in light of this 
extensive use and long marketing his¬ 
tory and the relatively low incidence of 
serious toxic effects associated with 
short term use of presently recom¬ 
mended doses, the safety of aspirin has 
been well-established for the majority 
of the population and the risk benefit 
ratio is low. However, the Panel wishes 
to make clear that this does not mean # 
that aspirin has no adverse effects In 
fact, the Panel has identified eight areas 
of concern where aspirin may have some 
potential for adverse effects including 
effects on organ systems. Le*. gastroin¬ 
testinal tract, central nervous system, 
kidney, liver and the blood; specialized 
effects on hypersensitive individuals, 
persons with certain disease states or 
during pregnancy; or when used con¬ 
comitantly with other drugs. The Panel 
believes that subsets of the population 
at risk can be identified so that adequate 
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labeling can be established to provide for 
safe OTC use of the drug. The safety 
of aspirin is discussed below. The Panel 
has reviewed the metabolism of aspirin 
elsewhere In this document (See part 
II. paragraph K. above—* Absorption. 
Distribution. Biotransformation (Me¬ 
tabolism) and Excretion of Aspirin and 
Salicylates in Man.) 

Because of the extensive use and re¬ 
search on this drug, the Panel has been 
able to identify many of the safety con¬ 
siderations and has summarized them 
in the following table: 

Summary or Safety Considerations 
With Use or Aspirin 

ADVERSE E7TECTS Off THE BLOOD 

Aspirin interferes with blood clotting. 
Persons with a history of blood coagula¬ 
tion defects, or receiving anticoagulant 
drugs or with severe anemia should avoid 
the drug. 

ADVERSE EFFECTS ON THE GASTROINTESTINAL 
TRACT 

The drug may potentiate peptic ulcer, 
cause stomach distress or heartburn. 
Aspirin causes an increase in occult 
bleeding and in some persons massive 
gastrointestinal bleeding. 

ADVERSE EFFECTS ON HYPERSENSITIVE 
INDIVIDUALS 

Aspirin produces allergic and ana¬ 
phylactic reactions in hypersensitive in¬ 
dividuals. especially certain types of 
asthmatics, ranging from rash, hives 
and swelling to asthmatic attacks which 
may be life-threatening. 

ADVERSE EFTECTS DURING FREGNANCY 

Aspirin interferes with maternal and 
Infant blood clotting and lengthens the 
duration of pregnancy and parturition 
time Aspirin produces teratogenic ef¬ 
fects tn animals and increases the In¬ 
cidence of stillbirths and neonatal deaths 
in humans. 

ADVERSE EFFECTS ON THE CENTRAL 
NERVOUS SYSTEM 

Aspirin when taken in overdose pro¬ 
duces stimulation (often manifested as 
tinnitus) followed by depression of the 
central nervous system. 

ADVERSE EFTECTS ON THE KIDNEY 

Aspirin may rarely cause an Increase 
of existing severe kidney disease. 

ADVERSE EFFECTS ON THE LIVER 

High doses may produce a reversible 
hepatic dysfunction. 

ADVERSE EFFECTS OF CONCOMITANT USE 
WITH OTHER DRUGS OR BT PERSONS WITH 
CERTAIN DISEASE STATES 

Aspirin interferes with some anticoag¬ 
ulant and antldlabeUc drugs, some drugs 
used for the treatment of gout and may 
have an additive ulcer-producing effect 
with some drugs used in arthritis. 

ADVERSE EFFECTS RESULTING IN IRON 
DEFICIENT ANEMIA 

Aspirin used chronically may cause 
a persistent Iron deficient anemia. 


<1) Adverse effects on the blood In 
addition to the well-known association 
between aspirin ingestion and gastro¬ 
intestinal bleeding discussed below, 
aspirin and salicylic acid have been im¬ 
plicated but not always proven as fac¬ 
tors in bleeding from the skin, throat 
iposttonsilectomy). nose, rectum, vagina, 
pobt.surgleal wounds and dental extrac¬ 
tion sites (Refs. 1 through 6). The major 
hemostatic mechanisms Involved are the 
effects of aspirin and salicylates in large 
doses on prothrombin production and 
the effects of aspirin in small doses (but 
not salicylates) on platelet function, 
which results in an increased bleeding 
time and possibly other effects such as 
fibrinolysis (Ref. 7). 

<a) Decrease in prothrombin produc¬ 
tion High doses of aspirin and salicylic 
acid (6.000 to 10.000 mg daily) taken for 
several days can cause hypoprothrom- 
bJnemla. i.e., a decrease in the amount of 
prothrombin (blood clotting factor II) in 
the circulating blood (Refs. 1 and 4) 
which may be reversed by vitamin K 
(Ref 5). However, it is important to 
emphasize that this effect of salicylates 
does not usually result in clinically sig¬ 
nificant alteration of the coagulation 
mechanism except in patients who may 
be particularly susceptible. 8usceptible 
patients include those receiving anti¬ 
coagulant therapy; patients consuming 
high do?es of aspirin or salicylates 
ch onlcally, e g., patients with rheuma¬ 
toid arthritis: patients with liver disease 
which limits the production of prothrom¬ 
bin (blood clotting factor ID: and pa¬ 
tients with malabsorption syndrome or 
gastrectomy leading to a deficiency of 
vitamin K. which is a substance required 
for prothrombin synthesis (Ref. 8). 

As noted above. hypoprothromblnemJa 
is produced by both aspirin and other 
salicylates when taken in high doses. In 
one study a dally total dose of 3.200 mg 
sodium salicylate produced no change in 
prothrombin time. 6.600 mg produced a 
slight change and 10.000 mg produced a 
marked change in prothrombin time 
(Ref. 6>. Aspirin or salicylate-lnduccd 
hypoprothrombinemia has been impli¬ 
cated in post tonsillectomy bleeding, 
eptitaxu (nose bleed > f and postdental 
extraction bleeding (Refs. 9 and 10). al¬ 
though other mechanisms such as a 
platelet effect (discussed below) may be 
involved. 

(b) Ircreased bleeding time and in¬ 
hibition of platelet aggregation. Aspirin 
increases bleeding time and inhibits the 
in vivo and in vitro aggregation of 
platelets. 

Bleed'ng time is defined as the dura¬ 
tion of time that bleeding continues after 
a superficial puncture of about 1 mm is 
made in the skin. This occurs with doses 
of aspirin far below those required for 
a hypoprothromblnemic effect. The effect 
of aspirin on bleeding time in a patient 
with bleeding tendencies was noticed 
many years ago by Prick who attributed 
it to on effect of aspirin on capillary fra¬ 
gility <Ref. ID. Later, Quick showed that 
2 hours after ingestion of 1.300 mg as¬ 
pirin. but not sodium salicylate, u small 


but significant increase tn the bleeding 
time occurred in normal subjects. A much 
greater increase was observed in patients 
with mild coagulation defects such as 
von Willebrand's disease and hereditary 
telangiectasia (Ref. 12). Quick postula¬ 
ted that aspirin, due to the presence of 
the acetyl group, may Interfere with or 
compete with some vascular factor, such 
as cholinesterase, involved in the vascu¬ 
lar tone of small vessels (Ref. 13). How¬ 
ever. the results of a recent study sub¬ 
mitted to the Panel, demonstrated, by an 
in vitro method, that aspirin did not 
have any effect on cholinesterase inhibi¬ 
tion ‘Ref. 14>. In the study, aspirin, 
salicylic acid and physostigmlne (a 
known inhibitor) were compared. Thr 
dosages of aspirin and salicylic acid were 
correlated to the average amount of non¬ 
protein bound aspirin and salicylic acid 
found in human plasma up to 2 hours 
after ingestion of two aspirin (650 mg> 
tablets The findings indicated inhibition 
with physostigmlne and none with aspi¬ 
rin or salicylic acid. The investigators 
concluded that “this Information ob¬ 
tained with dilute enzyme preparations, 
suggests that in vivo cholinesterase con¬ 
centrations are too substantial for as¬ 
pirin doses, at least recommended doses, 
to have any influence/' Still, others have 
proposed that inhibition of prostaglan¬ 
din synthesis leads to vasodilation and 
pooling in the microcirculation (Ref. 5). 
While, as yet undiscovered, direct effects 
on the blood vessel or vasoactive medi¬ 
ators may prove to be a factor, it Is pres¬ 
ently well established that the primary' 
effect of aspirin on bleeding time and 
hemostasis Is due to a potent irreversible 
effect on platelet function which inhibits 
the in vivo and in vitro aggregation of 
platelets. 

The effects of aspirin on platelet func¬ 
tion were shown almost simultaneously 
byseveral independent groups (Refs. 15 
through 20). The effect of a single doie 
of 1.500 mg aspirin on platelets will per¬ 
sist 2 to 3 days and not completely dis¬ 
appear for 4 to 7 days (Ref. 15> - 
this is roughly the life span of a platelet, 
it indicates irreversible damage to plate¬ 
let function. . .. , 

We‘ss and Aledort reported that bleed¬ 
ing time was Increased by a mean value 
of 3.3 minutes in 10 normal male s ub >5 c ;; 
receiving 350 mg aspirin (Ref. 16)/Tn > 
first reported that aspirin interfered v itn 
platelet connective tissue reaction ov in¬ 
hibiting the release of.adenosine dipnos- 
phate < ADP> which results In prolonga¬ 
tion of bleeding time. 

Mielke et al. showed the standard ivy 
Test to be very reproducible when t 
wound is standardized ("tempUteb.ced¬ 
ing time”) «Ref. 2D. Aspirin 975 mg 
gr) Increased the mean bleeding 
from 5 5 minutes to 9 5 minutes oi * 


irom d d minuter, w * * 
pea ted tests by different UivestigaU>r» 
(Ref. 19). The population 
this trait appeared to be heterOgfi) 
Mielke and Britton found that * " 
mg dose of aspirin each day mail ^ 
the prolongation of 
that no greater effect was Pla ned 
higher doses ‘900 or 2.700 mg) W ** 
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Oiher analgesic drugs which show 
marked Inhibition of platelet aggrega¬ 
tion include indomethacin. ibuprofen. 
mefenamic acid, and amidopyrine. Less 
effect was noted with ox.vphenbutazone. 
No effect was noted with sodium salicy¬ 
late or phcnacetin <Ref. 23). 

The importance of the platelets as the 
Art line of defense In hemostasis has 
been established in recent years <Refs. 
24 and 25 ► . Platelets adhere to exposed 
collagen fibers within seconds after 
damage occurs to small vcsseLs This in¬ 
teraction results in a release of ADP 
which facilitates platelet aggregation 
into a loosely (first phase) and then 
tightly « second phase) packed plug. The 
plug formation precedes the formation 
of n fibrin network which eventually 
forms a clot It is now known that as¬ 
pirin inhibits ADP release in phase one 
and or phase tw*o aggregations and also 
in the initial interaction with collagen 
fibers. Plug formation may be relatively 
unimportant when major arteriolar 
damage occurs because other available 
mechanisms are more effective; but it 
is thought to be an extremely important 
hemostatic mechanism In capillary 
footing) bleeding < Refs. 24 and 26) . 

type of bleeding is now believed 
to be involved in the types of gastro¬ 
intestinal bleeding that are potentiated 
by aspirin <Refs. 25. 27. 28. and 29 > as 
well as other sites of bleeding such as 
the poMtonslllectomy tonsillar bed. or 
surgical wounds, or tooth sockets fol¬ 
lowing dental extractions (Refs. 25 and 
30* The demonstrated effect of aspirin 
on piatclct function and the importance 
of this process in the hemostasis of 
oozing type of small vessel bleeding pro¬ 
vides a consistent mechanism for the 
wide variety of sites of bleeding that 
have been associated with aspirin. Some 
of these types of bleeding arc briefly re¬ 
newed below. 

Nonthrombocytopenic purpura <bleed- 
tag in the tissues in a patient with a 
normal platelet count) associated with 
aspirin ingestion lias been described as 
a hypersensitivity reaction <Ref 31). 
However, Icllosyncracy was ruled out in 
three cases of purpura in children with 
normal platelet counts who received 
usual doses of aspirin (Ref. 32). The 
authors attributed the bleeding to a 
cenionstrated platelet dvsfunction due 
10 Inhibition of ADP release following 
aspirin therapy, rather than vascular 
J* h > wsensitJvtty reactions. It is of 
interest that in two cases with no family 
notary of bleeding disorders, the pa¬ 
rents were sisters (9-year-old and 14- 
«°nth-old). However, the father on two 
*casions within a 3-year period had ex- 
perteiued severe gastric bleeding after a 
^ngie intake of 2,000 and 1.000 mg doses 
aspirin, respectively. 

BuettinghauB and Tenhaeff <1973 > 
ttied that 16 of 24 patients taking as- 
H2 developed hematoma <a swelling 
r* extravassated blood* in the 

zrf 6 regions following abdominal sur- 
hysterectomies <Ref. 33>. 
thtf ;J les Ten Cfltc imve suggested 
t yombocyte damage may be re- 
wimwc for many cases of menorrhagia 
c ^ $Sve menstrual dlscliarge), post¬ 


extraction bleeding in dentistry, and 
chronic purpura < hemorrhage into the 
skin resulting In discoloration) < Ref. 34'. 

Several cases of massive hemorrhage 
from the tonsillar bed following topical 
application of aspirin through gargles 
or aspirin-containing chewing gums have 
been reported <Ref. 35) HemoThage 
was observed In 8 percent of 100 post- 
tonsillectomy patients medicated with 
aspirin «Ref. 36*. The bleeding occurred 
on the 6th or 7th postoperative day and 
could be controlled only with packing 
and suturing No hemorrhage occurred 
in the 100 patients medicated with acet¬ 
aminophen in an Identical manner Sim¬ 
ilar results were also reported by Hersh 
who carried out a controlled study in 
patients having dental extractions (Ref. 
30*. Hersh (Ref. 30» conducted a ran¬ 
domized controlled study in patients un¬ 
dergoing dental extraction. Those not 
taking on aspirin-containing analgesic 
in the 7 days prior to dental extraction 
were given either aspirin or acetamino¬ 
phen for post-tooth extraction pain. Sig¬ 
nificantly more bleeding was noted 
among those who received aspirin. Of 
those patients among the 516 studied who 
had taken aspirin in the 7 days prior to 
extraction and who were continued on 
aspirin, the incidence of postextraction 
bleeding was the largest of the three 
groups studied 

A high Incidence of postUmsillectomy 
hemorrhage was also reported by Pox 
and West <Rcf. 37) in children given an 
aspirin-containing chew ing gum. The in¬ 
cidence of bleeding was said to be de¬ 
creased by 99 percent when use of the 
gum was discontinued. In view’ of these 
reports, the Panel has recommended that 
all aspirin oral product formulations to 
be chewed <chewable tablets or gums* 
should contain the following warning: 
“Do not take this product for at least 7 
days after tonsillectomy or oral surgery 
except under the advice and supervision 
of a physician *. The Panel has discussed 
chewable tablets and gums earlier in this 
document. * See part II. paragraph J.2.a. 
above—Solid dosage forms. > 

The effects of aspirin on hemostasis 
in the newborn may be particularly haz¬ 
ardous since Infants metabolize drugs 
slowly and are particularly susceptible 
to central nervous system hemorrhage 
< Ref. 25 *. Bleeding episode* in newborns 
may be higher in those whose mothers 
have taken aspirin during the 2 weeks 
prior to delivery. Alteration of platelet 
function In infants of mothers who in¬ 
gested aspirin within 2 weeks of delivery 
has been reported by Bleyer and Breck- 
enridge <Ref 38*. and Corby and Schul- 
man <Ref. 391. 

Bleyer and Brcc ken ridge have studied 
the effects of prenatal administration of 
aspirin on the blood clotting of new¬ 
borns. Two potentially serious drug ef¬ 
fects were detected in Infants born of 
mothers who had taken ordinary doses 
of aspirin during the last 2 weeks of 
pregnancy. They indicated that on aspi¬ 
rin-induced decrease in clotting ability 
may have clinical relevance particularly 
during difficult traumatic deliveries or 
in the presence of other clotting defects 
•Ref 38*. The effects of aspirin on ma¬ 


ternal and newborn hemostatic mech¬ 
anisms are discussed in more detail later 
In this document. (See part III para¬ 
graph B.l.a. <2MlvMe> below—Effects 
on maternal and newborn hemostatic 
mechanisms.) 

<c» Relationship between sj/stemic 
platelet effects and Qastrointestinat 
bleeding Massive gastrointestinal bleed¬ 
ing which is discussed below, is the most 
frequent serious bleeding problem asso¬ 
ciated with aspirin. Several authors 
have recently pointed to the probable 
role of aspirin-induced platelet dysfunc¬ 
tion in gastrointestinal bleeding (Refs. 
5. 15, 24. 26. 29. and 40). There is grow¬ 
ing evidence that the systemic effect of 
aspirin on platelets Is a significant fac¬ 
tor in a causal relationship between as¬ 
pirin ingestion and subsequent gastro¬ 
intestinal hemorrhage. Several lines of 
reasoning and recent experimental evi¬ 
dence support this conclusion. 

Aspirin-induced platelet dysfunction 
will significantly promote bleeding when 
the platelet plug is the primary factor 
in hemostasis. This is usually true for the 
oozing type of bleeding which occurs 
from capillary beds. An argument 
against the role of platelet dysfunc¬ 
tion In gastrointestinal bleeding has 
been that bleeding occurs from ulcers 
which involve extensive tissue and ar¬ 
teriolar damage (Ref. 26). This type of 
bleeding requires hemostatic mecha¬ 
nisms other than platelet plugs, such as 
vasoconstriction and fibrin clots, to stop 
bleeding. Even a significant reduction in 
the platelet function would not be suffi¬ 
cient to alter the degree of bleeding 
from these types of sites 'Ref. 25). 
However, recent studies Involving direct 
endoscopic observation of the bleeding 
lesions have shown that bleeding occurs 
most often not from ulcers but from In¬ 
flamed mucosal tissue which is partially 
denuded of surface epithelium exposing 
engorged, hypereinlc and dilated capil¬ 
laries in the underlying lamina propria. 
This histological picture is characteris¬ 
tic of acute gastritis and duodenitis 
which gastroenterologists state are most 
often involved in massive gastrointesti¬ 
nal hemorrhage associated with recent 
aspirin ingestion <Refs. 28 and 41). It is 
also precisely the vascular condition 
which many hematologists state Is most 
dependent upon platelet plugs to stop 
bleeding (Refs. 25. 26, and 29). 

Cast *Ref. 42) has pointed out that 
alteration of platelet function alone Is 
usually not sufficient to initiate bleeding. 
This is evident in the bleeding episodes 
due to aspirin described above which 
usually involve tissues subjected to prior 
injury. e.g., tonsillectomies. Thus, gas¬ 
trointestinal bleeding Involving platelet 
dysfunction would generally require 
other factors to be present to initiate 
epithelial and capillary damage and 
perhaps to promote local blood flow 
• Ref. 43). This is consistent with the 
relatively infrequent and sporadic Inci¬ 
dence of massive gastrointestinal hem¬ 
orrhage relative to the high incidence of 
aspirin use and current theories on the 
multiple factor etiologies of massive 
gastrointestinal bleeding <Ref. 44). It is 
also consistent with the difficulty of de- 
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veloplng a suitable animal experimental 
model or designing adequate epidemio¬ 
logic studies to define causal relation¬ 
ships. Some experimental evidence to 
support the role of platelet function in 
gastrointestinal hemostasis was pre¬ 
sented by Schmid et al. «Ref. 31). These 
authors showed that decreased platelet 
function produced by aspirin, but not 
sodium salicylate, correlated with the 
extent of blood loss following aspirin 
ingestion. It is perhaps significant that 
virtually every compound tested thus 
far (including indomethacin and phe¬ 
nylbutazone), showing a significant de¬ 
leterious effect on platelet function, has 
also been demonstrated to cause massive 
gastrointestinal bleeding. Recently, ami¬ 
dopyrine which has strong deleterious 
platelet effects was reported to be the 
cause of massive gastrointestinal bleed¬ 
ing (Ref. 45>. 

More Information is needed on the 
relationship between gastrointestinal 
bleeding and platelet function. However, 
the Panel believes there is convincing 
evidence that the systemic effects of 
aspirin on platelet function are quite 
likely to be a factor in the aspirin-in¬ 
duced gastrointestinal hemorrhage. This 
systemic effect is independent of the 
dosage form used. 

For the various reasons discussed 
above, the Panel has concluded that be¬ 
cause aspirin can promote or increase 
bleeding alter it has been absorbed into 
the bloodstream all preparations con¬ 
taining aspirin regardless of formulation 
should bear the follow ing warning: "Cau¬ 
tion Do rot take this product if you 
have stomach distress, ulcers or bleeding 
problems except under the advice and 
supervision of a physician M . The Panel 
concludes that this recommended warn¬ 
ing should also apply to all salicylates 
(See part III paragraph B.l. below— 
Category I Labeling.) 
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(ill Adverse effects on the gastroin¬ 
testinal tract Aspirin has several ad¬ 
verse effects on the gastrointestinal tract. 
The&e range from relatively mild efftw 
such as gastric distress (minor , 

pain, heartburn or nausea), lupernciw 
mucosal irritation and minor occult 'un¬ 
seen) bleeding, to less frequent but more 
serious effects such as mucosal trosi( :’ m 
ulceration or life-thrcatenlng ma^' e 
bleeding from a variety of 8A^trointes¬ 
tinal sites. The Panel concludes that wj 
products containing aspirin " 

elude the labeling warning, " Cauli ^L 
Do not take this produet U! you ha 
stomach distress, ulcers or bleeding P 
terns except under the advice and sup* 
vision of a physician'*. „, Dlrin 

The direct and indirect roles of n»P‘r» 
in producing or potentiating **J***/*jin£ 
ent types of mucosal damage or W 
tn the gastrointestinal tract 
and have been controversial. *• 
ment. in part, has ^en due to the 
interacting variables related to 0TUS 
and to the disease processes Involve® 
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Disease variables of interest relative to 
safety and labeling include the Increased 
inc idence, and severity of adverse effects 
associated with aspirin use, the site and 
mechanisms involved and whether as¬ 
pirin causes, potentiates or exacerbates 
particular types of gastrointestinal con¬ 
ditions. Important drug variables con¬ 
sidered by the Panel include the usual 
dose required to produce these effects, 
and whether the effects Involve acute < l 
to 5 days) o.* chronic (several months* 
use of aspirin. Particular attention was 
given to claims that adverse effects may 
be reduced by a particular type of dos¬ 
age form such as buffered tablets or 
highly buffered effervescent solutions. 
Buffered aspirin can reduce the Incidence 
of minor effects but not serious disorders. 
$uch as massive bleeding. 

The Panel concludes that aspirin 
should not be used by individuals with n 
recent history of peptic ulcers or gastro¬ 
intestinal bleeding because of the in¬ 
creased incidence of gastrointestinal 
bleeding in such individuals following 
acute and chronic aspirin ingestion. 
Furthermore, because recurrent gastric 
v is such a common symptom in 
upper gastrointestinal tract disease 
which predisposes individuals who ex¬ 
perience massive, life-threatening, gas¬ 
trointestinal hemorrhage regardless of 
the presence or absence of ulcers, the 
Panel recommends that individuals with 
gastne distress should not take aspirin 
without the advice of their physician. 

There is now sufficient evidence to in¬ 
dicate that some individuals taking 
aspirin chronically may develop gastric 
ulcers. Therefore, use of aspirin In 
chronic conditions such as arthritis is not 
advised without proper medical super¬ 
vision and surveillance to avoid develop¬ 
ment of these untoward effects. 

Muir and Cossar (Ref. 1 > in 1961 stated 
that a plethora of information supports 
the following conclusions: “People with 
peptic ulcer should not take aspirin: 
People who have aspirin dyspepsia are in 
oanger of serious gastric hemorrhage 
under circumstances as yet undefined.’* 
Gastric distress. Gastric distress 
or gastric intolerance including dyspep¬ 
sia ' heartburn) , nausea and epigastric 
pain is a subjective response that can oe- 
°ur after usual doses of aspirin and sali¬ 
cylates m about 2 to 10 percent of the 
hormui population <Refs. 1 through 7). 
The incidence or severity of gastric dis¬ 
tress c;uised by aspirin is not necessarily 
mated to acute gastric erosion (Refs. 7 
and 8^ and massive bleeding can occur 
aith no pain (Ref. 9). However, dyspep- 
“a Prior to and after aspirin ingestion 
wcurj more frequently in patients with 
**ptic ulcers, gastritis and duodenitis 

Buffered aspirin tablets are claimed 
reduce the incidence of gastric dis- 
aspirin which may be true in a 
number of normal individuals 
Nriv 12 and 13>. <Sce part 11 para- 
T»f 2a ‘ a b° ve —Solid dosage forms.* 
ne Panel has discussed a suitable label- 
whi k m tor buffered aspirin products 
diR cla5 ** fte d os Category III and 
cussed elsewhere in this document. 


‘See part VI. paragraph B.l d. below— 
Labeling claims for marketed products 
containing analgesics combined with 
antacid or buffering ingredients.* 

Gastric distress appears to provide one 
of the best means of identifying a high 
percentage of individuals who may be at 
risk of gastrointestinal hemorrhage after 
aspirin ingestion. Gastric distress can be 
categorized according to its cause as fol¬ 
lows: Gastric distress caused by an un¬ 
derlying gastrointestinal disease which 
predisposes a person to bleeding: gastric 
distress related to recent aspirin inges¬ 
tion: and gastric distress related to tem¬ 
porary problems unrelated to drug use or 
serious underlying gastrointestinal dis¬ 
ease. 

Several studies involving massive 
bleeding show that most patients experi¬ 
enced gastric distress, usually recurrent 
epigastrir pain prior to their bleeding 
episode. Gastric distress occurs In 60 to 
70 percent of patients with hemorrhagic 
gastritis (Refs. 14 apd 15). In ulcer pa¬ 
tients. the incidence of recurrent gastric 
distress may be 90 percent (Refs. 16 and 
17*. Patients who develop gastric ulcers 
because of chronic aspirin use frequent¬ 
ly have gastric distress (Refs. 18 and 
19*. 

The incidence of gastric distress after 
taking aspirin is much higher in patients 
with severe gastrointestinal disease. 
Muir and Cossar *Rcf. 3) In 1955 stated 
that dyspepsia after aspirin ingestion is 
six times greater in patients with peptic 
ulcer as compared to normal subjects. 
Roth states that dyspepsia occurs In 
about 7 percent of normal subjects, 10 
percent of rheumatoid arthritis patients 
and 33 percent of peptic ulcer patients 
(Ref. 11). Although Individuals with an 
active peptic ulcer are not unusually sus¬ 
ceptible to aspirin-induced occult bleed¬ 
ing. they do have an increased suscepti¬ 
bility to dyspeptic symptoms (Refs. 8 
and 11). 

Vinlng (Ref. 20) in 1957 reported a 
higher incidence of gastric distress in 
rheumatoid arthritic* taking aspirin 
chronically, occurring in about one out 
of four of this group. However, in a care¬ 
fully performed study. Stubbe (Ref. 21) 
in 1958 found no difference in occult 
bleeding between rheumatoid arthritles 
and normal sub 4 ccts Indicating as in 
other studies that tlicre is no correla¬ 
tion between occult bleeding and Inci¬ 
dence of gastric distress. (See Part III 
paragraph B.La.(2HU) it > below—Oc¬ 
cult bleeding.) 

Alvarez and Summcrskill *Rcf. 22) In 
1958 stated that 80 percent of all pa¬ 
tients who experienced major gastroin¬ 
testinal bleeding after aspirin ingestion 
had proven histories of either duodenal 
or gastric ulcer, or dyspepsia. 

The Panel concludes that by merely 
Identifying those patients with a history 
of gastrointestinal ulcer or recurrent 
gastric distress, e.g.. dyspepsia, it may be 
possible to warn as many as 80 percent 
of the high risk population. 

<b> Direct mucosal damage The Panel 
concludes that aspirin (and salicylic 
acid* have a direct local irritant effect 
on all the surface mucosal cells lining 


the gastrointestinal tract (Refs. 1. 6. 10. 
23. and 24). The effect is acute and oc¬ 
curs in most normal individuals (Ref. 
10* and has also been demonstrated in 
several animal species (Refs. 6. 25. and 
26*. Prolonged contact with aspirin pro¬ 
duces direct damage (focal necrosis) and 
sloughing (desquamation and exfolia¬ 
tion) of surface cells (Refs. 6. 8, and 10). 
Erosion can occur hi the mouth (Refs. 6 
and 27). rectum (Refs. 28 and 29) and 
stomach mucosa 'Ref. 6) with concen¬ 
trated solutions of aspirin < Ref. 26). and 
with particles of plain, buffered and 
combination aspirin tablets (Ref. 6). 

(I) Mucosal erosion of the mouth. As¬ 
pirin-containing gum has produced a se¬ 
vere lesion of the inner wall of the cheek 
which promptly healed upon dlsconUnu- 
tlon (Refs. 27 and 30). Kawashima 
et al. (Ref. 30) in 1975 reported that 
aspirin tablets applied directly to the 
mucous membranes of the mouth for a 
local anesthetic effect have resulted In 
oral lesions on the roof of the mouth. 
Roth et al. (Ref. 6* found that aspirin 
preparations (tablet* allowed to remain 
in contact with mucous membranes of 
the mouth for 30 minutes produce a 
white opaque buccal mucosa capable of 
being peeled off with the slightest ma¬ 
nipulation. They placed a quarter of sev¬ 
eral commercial plain, buffered and 
combination aspirin tablets between the 
lower Up or cheek and gums of 26 normal 
subjects for 30 to 60 minutes. In every 
case the aspirin produced on irregular 
opaque lesion with sloughing of cells 
characteristic of acute superficial necro¬ 
sis. 

<2> Rectal irritation. The Panel con¬ 
cludes that aspirin taken rectally in a 
suppository dosage form may have a di¬ 
rect local irritant effect on surface mu¬ 
cosal cells. The Irritating effect of rectally 
administered aspirin can be alleviated by 
changes in the composition of the ma¬ 
trix of the suppository vehicle. The ad¬ 
verse effects of aspirin appear to be 
related to the chemical composition of 
the suppository base (Refs. 31 and 32) 
and to the rate of absorption of aspirin 
from the suppository base (Ref. 33). 

Aspirin suppositories (1.300 mg aspirin 
per suppository) made of a cocoa-butter 
or a carbowax base were administered to 
dogs every 4 hours for a total dose of 
3.900 mg daily for 3 days (Ref. 31). The 
experimental dogs in the study all showed 
signs of mucosal irritation. The irrita¬ 
tion ranged from a distinct hyperemia to 
hemorrhagic ulcerative lesions. Perfora¬ 
tions and death also occurred. The four 
dogs receiving the control suppository 
bases showed no rectal mucosal changes. 
The authors concluded that “prolonged 
rectal administration of aspirin supposi¬ 
tories may be potentially hazardous** and 
recommended that “additional studies to 
evaluate the extent of irritation and ul¬ 
cerative hemorrhagic lesions in the hu¬ 
man rectum following repeated admin¬ 
istrations of aspirin suppositories seem 
to be indicated.** Serum salicylate deter¬ 
minations In 40 human subjects admin¬ 
istered 650 mg aspirin orally (tablets) 
and rectally (cocoa-butter base supposi¬ 
tories* indicated that the oral route pro- 
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vtded significantly higher blood salicylate 
levels (p is less than 0.001> than the 
rectal route (Ref. 31). 

In a study reported by CacchlUo and 
Hassler <Rof. 32). 11 male volunteers 
were administered 650 mg aspirin in one 
of three different types of suppository 
bases on 1 day for 3 successive weeks On 
the fourth week. 650 mg aspirin < tab¬ 
lets > w r as given orallv to compare the oral 
route with the rectal route. The three 
suppository bases were cocoa butter. 
Carbowax and glycerinatcd gelatin. 
There was virtually no rectal irritation 
from aspirin suppositories formulated 
with cocoa butter and Carbowax os the 
bases. Olvcerinated gelatin based sup¬ 
positories showed a high incidence of 
prolonged burning and pain, and the sub¬ 
jects evidenced a very strong desire to 
expel the suppository. There was no 
statistically significant difference be¬ 
tween the absorption of aspirin orally 
and the absorption of aspirin from the 
Carbowax base onlv. The authors state 
that “individual studies must be under¬ 
taken to determine for each drug the 
base best suited for its absorption.*' In 
this studv. Carbowax unlike the other 
two bases, not only showed that 44 the 
rectal dosage given is equivalent to the 
oral, as a high degree of absorption 
through this vehicle is assured when 
employed rectallv 44 , but also that "little 
or no irritation" occurred. 

The rate of absorption of aspirin rec- 
Uily wras related to the incidence of ir¬ 
ritation in a study by Borg. Ekenved. El- 
Of&son and Sjogren (Ref. 33>. They for¬ 
mulated suppositories with two neutral 
triglvceride mixtures as the bases, i.e^ 
Witepsol HI5 with a melting range of 
33.5’ to 35.5“ C and Witepsol E75 with a 
melting range of 37* to 39* C. Male vol¬ 
unteers were administered 750 mg $nd 
1.000 mg aspirin In these formulations 
in two studies to investigate the absorp¬ 
tion of aspirin from the suppositories. 
In another study, the investigators ad¬ 
ministered the two aspirin suppository 
formulations on the first 2 days of the 
week for 3 consecutive weeks. A dose of 
two suppositories daily. 8 hours apart, 
was administered. There was a difference 
In the rate of absorption of aspirin from 
the two bases. It was found that a rapid 
absorption was associated with a high in¬ 
cidence of side effects. Reducing the rate 
of absorption by changing the supposi¬ 
tory base, reduced the intensity and fre¬ 
quency of the side effects. The side ef¬ 
fects consisted of burning pain, blood In 
the feces, diarrhea and tenesmus. The 
authors point out that with the use of 
bases giving reduced absorption and re¬ 
duced side effects, however, the amount 
of drug ab^rbed from suppositories "will 
be highly dependent on the length of time 
the patient retains the suppository." 

(3> Stomach mucosal damage Aspirin 
has a direct damaging effect on mucosal 
tissue which is not dependent on the 
presence of hydrogen ion, bile or other 
cellular irritants associated with peptic 
ulcer (Ref. 6». Prolonged contact with 
aspirin particles or concentrated solu¬ 
tion produces lesions In the mucosa of 
the mouth, stomach, rectum and prob¬ 
ably most other mucosal tissue (Refs. 6 


and 28>. Aspirin tablets placed directly 
on the gastric mucosa of anesthetized 
cats initially produced coagulation of 
mucus and opacification of the adjacent 
mucosa, similar to the appearance of the 
buccal (mouth) tissue exposed to as¬ 
pirin <Ref. 6>. These changes were at¬ 
tributed to coagulation of the mucous 
layer and desquamation <Ref. 8». Multi¬ 
ple small acute lesions showed focaL ne¬ 
crosis with underlying secondary capil¬ 
lary damage. The direct mucosal desqua¬ 
mation and focal necrosis produced by 
aspirin has been observed in man by gas- 
troscopic observations <Refs. 23. 24 and 
34). during surgery (Refs. 1, 2. and 6). 

The mucous opacity noted after as¬ 
pirin irritation is related to epithelial ex¬ 
foliation. Cellular exfoliation can be 
measured by increased DNA content in 
the gastric fluids since DNA is found 
only In cells and therefore reflects 
sloughed or damaged mucosal cells (Ref. 
8>. Accumulation of DNA In gastric fluid 
occurred in about 10 minutes in 9 of 12 
subjects receiving aspirin (Ref. 8) which 
is similar to the percent of subjects show¬ 
ing direct Irritation to aspirin in the gas- 
troscopic studies of Douthwaite and Lin- 
totl (Ref. 23). 

The direct observations by gastroscope 
of the effects of aspirin on the gastric 
mucosa by Douthwaite and Lintott in 
1938 have provided basic principles which 
have been substantiated by many in¬ 
vestigators during the past 30 years. 
Specifically, gastroscopic observations of 
16 hospital patients demonstrated the 
following: In 80 percent of the patients, 
a local inflammatory reaction of the 
gastric mucosa was observed ranging 
from slight hyperemia to submucous 
hemorrhage: and the occurrence and 
severity of the reaction was not a func¬ 
tion of the brand of aspirin, the acidity 
of the stomach or the prior appearance 
or condition of the gastric mucosa. Pa¬ 
tients with hypcrchiorhydria (excessive 
acid secretion) had both positive and 
negative direct irritation responses. Re¬ 
sponses were seen in patients with 
atrophic gastritis, hypochlortiydrla (hy¬ 
drochloric acid deficiency) and achlor¬ 
hydria (absence of hydrochloric acid». 
Therefore, gastric acidity is not essential 
for initial direct irritation. Marked hy¬ 
peremia with submucous hemorrhage 
(hemorrhagic erosive gastritis) occurred 
in 1 of the 16 patients. Salicylic acid also 
caused direct gastric irritation but w as 
leas severe. Contact with 20 percent alco¬ 
hol for 10 minutes did not have a direct 
effect on the gastric mucosa. 

The initial effects of aspirin, such as 
mucous destruction, epithelial desquama¬ 
tion. and focal mucosal necrosis takes the 
appearance of small well-demarcated 
erosions. This phase is not related to 
vascular damage or bleeding. It is ap¬ 
parently not dependent on the presence 
of gastric acid Progression to visible 
hemorrhage may be dependent on local 
effects of gastric acid according to 
Davenport (Refs. 35 and 36) and/or 
possibly systemic effects (Ref. 6). 

Roth found that phcnacetin and 
acetaminophen have no direct irritating 
effect on the gastric mucosa (Ref. 6). 
HowTver. phenacctin is claimed (but not 


proven' to slightly increase occult bleed¬ 
ing (Ref. 37), perhaps indicating that 
the two events are not necessarily 
related. 

<c) Acid-mediated crosiiye oastritls. In 
the stomach, the direct effect of aspirin 
or salicylic acid after being absorbed into 
the mucosal cell renders the cell more 
permeable to the hydrogen ions of the 
gastric acid (Refs. 35. 36. and 38 through 
43). Absorption of aspirin or salicylic 
acid into the mucosal cell causes in¬ 
creased permeability via breakdown of 
the cell barrier, which normally protects 
the stomach lining from its own acid 
secretions. Excessive backflux of hydro¬ 
gen ion into the cell further damages the 
cell, causing erosion (acute erosive gas¬ 
tritis). Excess hydrogen ions can also 
pass into the space Just below the surface 
cell (lamina propria), which contains an 
extensive network of capillary blood 
vessels Hydrogen ions can initiate capil¬ 
lary damage and subsequently, minor 
bleeding occurs into the lumen of the 
stomach (Refs. 35 through 41, 44. and 
45). This mechanism, referred to as the 
hydrogen ion mediated effect or the 
Davenport mechanism has been exten¬ 
sively studied in animals (Refs. 35 
through 41, 44. and 45). Many investi¬ 
gators believe that it is a major factor 
Involved in the focal erosion and minor 
bleeding into the stomach (occult bleed¬ 
ing). This mechanism may contribute in 
some cases to gastritis and major gas¬ 
trointestinal bleeding (Refs. 44 and 46). 

There are some authors who believe 
that all gastrointestinal effects of aspirin 
from * occult bleeding to hemorrhagic 
erosive gastritis to maior gastrointestinal 
hemorrhage are all related to this single 
mechanism involving the back diffusion 
of acid ‘Ref. 46>. As a corollary, it has 
been proposed .that any preparation 
which neutralizes gastric acid during ab¬ 
sorption will obviate the danger of severe 
gastrointestinal damage and mass ive 
bleeding (Ref. 47>. 

The Panel concludes that the acid- 
mediated gastric erosion induced by as¬ 
pirin is undoubtedly an important factor 
in some adverse effects of aspirin on 
the gastrointestinal tract. It is probably 
associated with Increased occult bleeding 
following single and multiple doses of 
aspirin It may contribute at kart » 
the beginning stages of aspirin-induced 
gastric ulcer caused by chronic doses o: 
aspirin (Ref. 48). It Is also probably a 
factor in hemorrhagic erosive gastrin* 
directly Initiated by multiple doses of 
aspirin. In this case it may initiate major 
bleeding. However, as will be noted in 
subsequent sections, there are other fsc* 
tors which can Initiate hemorrhagic 
erosive gastritis and aspirin has otner 
effects independent of gastric acid whlcn 
may be of equal or greater significance 
in contributing to massive gastrointes¬ 
tinal bleeding. ^ 

id » Other mechanisms of cupirtn dam¬ 
age . The Panel agrees that there is very 
good evidence in both animals and man 
that the Davenport mechanism is oll€ 
important effect of aspirin. However 
to conclude that this mechanism is w* 
only effect of aspirin on the gastro¬ 
intestinal tract and thus the only basis 
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for aspirin's role in initiating, exacer¬ 
bating, potentiating or facilitating gas¬ 
trointestinal pathologies is not consistent 
ttith current experimental data and 
clinical studies. 

• I> Additional factors in the Daven¬ 
port mechanism. According to the 
Davenport theory, the absorption of 
unionized aspirin or salicylic acid into 
the cell carries hydrogen ion across the 
barrier into the ceil or interstitial spaces 
where the pH is higher, where aspirin or 
salicylic acid are ionized and the hy¬ 
drogen ion is dissociated. Hydrogen ion 
is thought to cause the release of vaso¬ 
active substances such as histamine, 
from mast cells, in the lamina propria, 
which initiates capillary bleeding. If the 
hvdrogen ion flux associated with trans¬ 
port of the acids were the only factor, 
one would expect salicylic acid to cause 
greater occult bleeding than aspirin since 
It is more rnpidly absorbed. Leonards 
•and Levy (Ref. 49) have shown that 
salicylic acid (sodium salt) is more 
ran Idly absorbed than aspirin in m8n. 
but It produces significantly less occult 
bleeding. Mean occult blood loss in 13 
subjects was 6.3 ml. 19 ml. 1.2 ml and 
0 7 ml for aspirin, salicylic acid, salicylic 
acid with buffer, and control respectively. 

An explanation for the differences be¬ 
tween aspirin and salicylic acid is that 
the direct cellular effects of aspirin and 
salicylic acid interfere at different con¬ 
centrations with biochemical cellular 
process (Ref. 50) which affect the hy¬ 
drogen ion barrier. Lower concentrations 
of aspirin are needed to initiate cellular 
disfunction. Indeed the cellular effects of 
these agents are consistent with the di¬ 
rect mucosal effects seen in nonacid 
mucosal cells (mouth). 

However, this would not explain why 
several anti-inflammatory agents cause 
gastric erosions and massive gastric 
breeding but do not affect the hydrogen 
ion barrier and vice versa. 

(2) Relationship between aspirin dam¬ 
age and bleeding. Studies using the gas¬ 
tric potential difference which is the 
mort .sensitive way to measure changes in 
the hydrogen ion barrier in man show 
that phenylbutazone and lndomethacin 
in usual doses do not damage the hydro- 
Ken ion barrier (Ref. 51). However, they 
both produce major gastrointestinal 
bleeding and gastric ulcer (Refs. 61 and 
These agents do not generally in¬ 
crease occult bleeding (Refs. 53 and 54) 
indicating the occult bleeding may in¬ 
volve the Davenport mechanism but not 
ntassive bleeding. 

Conversely, some agents may affect 
K&atrlc potential but do not cause bleed¬ 
ing Indeed this was recognized by Dav¬ 
enport (Ref. 40) who raised the question 
*hy does bleeding occur during back 
diffusion following salicylate injury and 
not during comparable diffusion after 
mitny other forms of injury." Bile can 
^um; changes in the barrier at neutral 
%• *’hich is said to be augmented by the 
of aspirin (Refs. 40 and 55> Some 
^jerepancies can be resolved by con- 
waenng additional direct and indirect 

ects of aspirin and other agents on 
mucosal blood flow. 


(3) Vascular effects. In contrast to the 
Davenport mechanism which assumes 
the initial effect of aspirin is on the mu¬ 
cosal cell mediated through hydrogen ion 
possibly by causing release of histamine 
with secondary vascular involvement, 
there is evidence that in some types of 
hemorrhagic erosive gastritis the reverse 
occurs where the initial effect is on the 
mucosal vasculature. 

Weiss et al. (Ref. 10) state that the 
primary local effect is direct vascular in¬ 
jury of the capillaries in the lamina pro¬ 
pria followed by capillary hemorrhage 
and hypoxia (deprivation of oxygen) 
which produces necrobiosis of the neck 
cells and exfoliation of the gland. 

It is now believed that some types of 
hemorrhagic erosive gastritis are caused 
by factors which directly initiate hista¬ 
mine release from the mast cells in the 
lamina propria as opposed to the hy¬ 
drogen ion mediated release in the Da¬ 
venport theory (Ref. 39). These factors 
may be Involved in "stress ulcers", and 
atrophic gastritis. Thus regardless of the 
initial mechanism, whether hydrogen ion 
or stress, the common denominator is 
initiation of hitamine release from the 
mast cells in the mucosal capillary re¬ 
gion and initial vascular damage or re¬ 
shunting of blood flow leading to hy¬ 
poxia and a secondary cellular effect 
(Ref. 40). 

Local capillary blood flow can ap¬ 
parently be affected by many diverse fac¬ 
tors. The mechanism by which vagotomy 
decreases gastric bleeding may not be a 
result of decreased gastric ackl as com¬ 
monly stated but reshunting of mucosal 
blood from the capillaries. Nylander and 
Olerud <Ref. 56) reported that blood was 
reshunted from the mucosal capillaries 
through the direct arteriovenous shunts 
in the submucosa after vagotomy. 

<e) Occult bleeding. Occult • unseen) 
bleeding is a common predictable occur¬ 
rence related to normal aspirin ingestion. 
The average person (70 percent of the 
population) taking one or two tablets of 
aspirin 3 or 4 times daily will lose from 
2 to 5 ml of blood per day Into the stools 
due to the direct effect of aspirin on the 
gastric mucosa (mucous membrane of 
the stomach •. Some individuals, about 20 
percent of the population, may lose as 
much as 10 ml daily «Ref. 57). Occult 
blood loss is not decreased by food al¬ 
though aspirin dyspepsia is (Ref. 58). 

This minor occult bleeding is not. 
usually, clinically significant except in 
those individuals taking aspirin for long 
periods of time who are anemia-prone or 
have bleeding tendencies (Refs. 49, 59. 
and 60). 

The Panel has discussed the associa¬ 
tion of aspirin with iron deficient anemia 
elsewhere in this document. (See part 
III. paragraph B la. (2) <ix) below—Ad¬ 
verse effects resulting in iron deficient 
anemia ) 

The mechanisms involved In occult 
bleeding have been extensively studied in 
animals <Ref 26) and to a lesser extent 
in man < Ref. 61 >. There is general agree¬ 
ment among most authorities that the 
primary mechanisms Involve first, ab¬ 
sorption of aspirin into the cell, followed 


by the direct effects of aspirin on cellular 
metabolism and the integrity of the 
mucous membrane which initiates the 
subsequent indirect effects of gastric acid 
through the Davenport mechanism. By 
interfering with the Integrity of the 
mucous membrane, aspirin increases the 
permeability of the membrane to the 
hydrogen ion which either further dam 
ages the cell or passes into the under¬ 
lying space 'lamina propria) containing 
the extensive capillary beds Hydrogen 
ion either directly or indirectly through 
histamine causes capillary damage and 
smAll amounts of blood are lost into the 
lumen of the stomach. 

The exact mechanisms Involved In oc¬ 
cult bleeding are not completely under¬ 
stood, however. Although gastric acid 
is known to be an Important variable, it 
apparently is not essential since in¬ 
creased occult blood loss following aspirin 
is small but still greater than control 
values even in patients with a complete 
absence of gastric acid (achlorhydria) 
(Ref. 22). 

In some studies there was no correla¬ 
tion between the number of erosions ob¬ 
served and the amount of occult bleed¬ 
ing i Refs. 42 and 62 >. In fact, carefully 
done studies <Ref. 62) show that visible 
erosions are not necessary in order to 
have increased occult bleeding This inay 
mean that the effect of aspirin to in¬ 
crease membrane permeability to hydro¬ 
gen ion may require a lower concentra¬ 
tion or require less exposure to aspirin 
than is needed to produce direct cellular 
damage and exfoliation. It may also in¬ 
dicate that multiple effects are involved. 

Occult bleeding can be readily meas¬ 
ured by well-known techniques used for 
the detection of blood in the feces, such 
as the use of radiooctively-tagged red 
blood cells (Ref. 57). Therefore, there 
are many studies and reliable data 
available on the relationships between 
occult stomach bleeding and different 
types and formulations of analgesics 
(Ref. 53). 

There is good evidence that the addi¬ 
tion of sufficient buffering to decrease 
gastric acidity and increase the pH of 
the gastric contents will significantly 
reduce, but not necessarily eliminate, oc¬ 
cult bleeding. However, highly buffered 
aspirin preparations will increase occult 
bleeding in normal subjects If given os 
multiple doses for 2 to 3 days 'Ref. 63). 
In a few susceptible individuals who are 
otherwise apparently normal any aspirin 
preparation including highly buffered 
aspirin solutions, will greatly increase 
occult bleeding (Ref. 63». 

While these individuals with unusual 
susceptibilities may provide some insight 
into the factors related to clinically im¬ 
portant massive upper gastrointestinal 
bleeding, the average occult bleeding fol¬ 
lowing aspirin ingestion In normal indi¬ 
viduals or in individuals with peptic ul¬ 
cer apparently has no relationship to 
massive bleeding <Rcfs\ 6 and 9>. 

There appears to be no difference be¬ 
tween the average Increase in occult 
bleeding in normal individuals and ma¬ 
jor bleeders. Correlations between occult 
bleeding and massive bleeding have 
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never been Ah own. Occult bleeding and 
massive gastrointestinal hemorrhage 
should be considered as two distinct 
clinical entities (Refs. 7 and 8i. The fail¬ 
ure to recognize this difference hAs been 
stated to be responsible for much of the 
confusion in the literature (Ref 8K Oc¬ 
cult bleeding is a predictable occurrence 
in most normal people. Massive bleeding 
is relatively rare and unpredictable. 

Persons with active peptic ulcer < Refs. 
7 and 8> or persons who have recently 
experienced a massive gastrointestinal 
hemorrhage 'Refs 7 and 10) do not show 
greater occult bleeding after small doses 
of aspirin than normal subjects These 
subjects, however, do have a greater pro¬ 
pensity for recurrence of massive bleed¬ 
ing (Refs. 7 and 10>. 

Watson and Pierson (Ref. 84) in 1961 
showed that occult bleeding was not 
greater in persons taking anticoagulants 
even though prothrombin activity was 
greatly reduced. Massive bleeding, how¬ 
ever. has been associated with hypooro- 
thrombinemia resulting from high dose* 
of aspirin. (See part III. paragraph 
B.l.a 4 2mImcp above—Decrease in pro¬ 
thrombin production.) The amount of 
occult blood loss is less in individuals 
who have atrophic gastritis (Refs. 8. 61. 
and 65). and it occurs less frequently 
than in normals, presumably because 
these patients have decreased gastric 
acid. But. patients with otroohlc gastri¬ 
tis are often involved in aspirin-induced 
massive bleeding and are at much 
greater risk of bleeding following aspirin 
than the normal population (Refs. 61 
and 65 >. 

The Panel concludes that occult bleed¬ 
ing resulting from aspirin ingestion ap¬ 
pears to have very little oorreiative or 
predictive value in the diagnosis or study 
of the major clinically important gastro¬ 
intestinal effects produced by aspirin 
such as ulceration and massive bleeding. 

(/> Gastric ulcers. The Panel concludes 
that chronic use of aspirin may directly 
cause gastric ulcers (Refs. 16 through 19 
and 66 through 86). Several types of 
studies show that chronic aspirin use sig¬ 
nificantly increases the incidence of gas¬ 
tric ulcers but not duodenal ulcers (Refs. 
80. 81. and 82). Chronic use of aspirin is 
associated with an increased incidence 
of uncomplicated nonbteedmg ulcers, 
bleeding from ulcers and perforated gas¬ 
tric ulcers (Refs. 18. 86. and 87). Epigas¬ 
tric pain is common In all of these cases 
Continued use of aspirin can delay 'ulqcr 
healing even though ulcer therapy is 
started (Ref. 18). Discontinuation of as¬ 
pirin leads to rapid recovery (Refs. 3 and 
18». RcadministraUon of aspirin can re¬ 
activate gastric ulcer (Ref. 17). 

Acute use of aspirin may activate 
symptoms of both gastric and duodenal 
ulcers. The symptoms and stgns include 
both epigastric pain and massive gastro¬ 
intestinal hemorrhage 

The role of acute aspirin use in the ex¬ 
acerbation of existing peptic ulcers has 
been noted by several authors over the 
past twenty years (Refs. 16 through 19 
and 66 through 86) Evidence that 
chronic use of aspirin will Increase the 
incidence of gastric ulcers has not been 
widely appreciated. In the opinion of the 
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Panel a causal role of chronic aspirin 
use and Increased incidence of peptic ul¬ 
cer is supported by several types of evi¬ 
dence. These Include the demonstration 
that aspirin causes ulcers in animal 
models; direct observation of isolated 
cases in man; several recent well-con¬ 
trolled studies Un which disease-induced 
analgesic ingestion biases were elimi¬ 
nated) ; demonstration of increased gas¬ 
tric ulcer incidence in a population m 
which increased chronic use occurred due 
to abuse; evidence that characteristics 
of the lesion are different in aspirin users 
than nonaspirin users; and evidence 
that the site of the ulcer lesion can be 
.affected by the dosage form used. 

The Boston series (Ref. 84) conserva¬ 
tively estimated that 10 out of every 100.- 
000 aspirin users would develop a non¬ 
bleeding gastric ulcer requiring hospital 
admission. This study estimated that 
one-cighth of all gastric ulcers were re¬ 
lated to aspirin and Cameron found one- 
third of all new non-bleeding gastric ul¬ 
cers are caused by chrome aspirin inges¬ 
tion (Ref. 19). 

Jorgensen and Gyntelberg (Ref. 88) 
determined the life incidence of peptic 
ulcer to be 9.2 percent in a sample of 
5.249 men aged 40 to 59 in Copenhagen 
w hich is similar to the incidence reported 
in the U.S. In a one year follow up study 
on 4.753 males the year incidence of pep¬ 
tic ulcer w'as 1.2 percent. Only 15 per¬ 
cent of these were new r (previously diag¬ 
nosed) ulcer cases and only 24 percent 
were hospitalized. Thus hospitalized new 
ulcer cases during the year accounted 
for only about 3.6 percent (15 percent 
X0.24) of total cases for the year. 

Hiirty percent of subjects Ingested as¬ 
pirin regularly compared to 16 percent 
of controls <p is less tluin 0.02). In only 
one of these subjects was aspirin taken 
for ulcer symptoms. 

It can be estimated that 16 percent of 
the ulcer cases were associated with as¬ 
pirin which is equiv alent to a 19 percent 
annual incidence rate (19 per 1.000) for 
meu between 50 and 59. However, only 
3.6 percent of these (15 percentX0.24) 
would represent hospitalized new cases. 
Thus if only hospitalized new cases were 
used to calculate possible annual cases of 
aspirin-induced ulcer in 50 to 59-year- 
olil men. one would conclude that the 
annual Incidence associated 0.66 cases 
per 1.000 or 68 per 100.000 total popula¬ 
tion in the age group 50 to 59. This is 
similar to the estimate given by Levy of 
10 per 100.000 of all adults taking aspirin 
since the incidence in women and 
younger adults would be lower. Thus the 
total incidence of aspirin related gastric 
ulcer may be higher than generally as¬ 
sumed. 

There appears to be almost universal 
agreement that aspirin should not be 
used in persons with peptic ulcer, par¬ 
ticularly those with gastric ulcers. Cam¬ 
eron (Ref. 89) states. • • the evidence 
presented suggests that patients with 
gastric ulcer should be urged to avoid 
aspirin." Similar warnings have been 
urged by Roth (Ref 6*. Brown and 
Mitchell (Ref. 86). Schneider (Ref. 24). 
Muir and Cossar (Refs. 2 and 3> and 
Weiss (Ref. 10). 


Acute use of aspirin can precipitate 
massive hemorrhage in gastric and duo¬ 
denal ulcer patients. The mortality of 
massive bleeding in peptic ulcer patients 
Is about 8 to 10 percent < Refs. 67 through 
70). 

The Panel believes that initiation or 
exacerbation of stomach ulcers, stom¬ 
ach irritation and intestinal inflamma¬ 
tion occurs in a significant number of 
individuals who take aspirin. Particu¬ 
larly at risk are those with a his ton or 
symptoms of gastrointestinal problem* 
Accordingly, a warning should state that 
individuals who have a history of ulcer, 
intestinal bleeding and stomach distress 
should not take aspirin without first con¬ 
sulting a physician. 

Peptic ulcer has been estimated to oc¬ 
cur in 5 to 10 percent of the general pop¬ 
ulation at one time or another (Ref. 67). 
In 1967 it was estimated that 3.5 million 
individuals suffered from gastric ulcer 
(Ref. 70). Less than 0.5 percent of ulcer 
patients are hospitalized annually. in¬ 
volving hemorrhage in about 25 to 30 
percent of these admissions (Ref5 67 
and 68>. Duodenal ulcer Is about eight 
to ten times more frequent than gastric 
ulcer but the annual incidence of new 
cases per 1.000 adult mole population at 
risk is 3.7 for duodenal ulcers and 14 for 
gastric ulcers. Gastric ulcers occur twice 
as frequently in men as In women «Ref 
69). 

The direct ulcerogenic effect of long 
term aspirin use and massive bleeding 
following short term use are not neces¬ 
sarily related to the same factors. Ga?trlc 
ulcers related to prolonged use of aspirin 
do not necessarily result in massive 
bleeding even though aspirin is fre¬ 
quently Ingested by those patients (Ref 
15>. Furthermore, aspirin is associated 
with massive bleeding in patients with 
duodenal ulcers but there is no evidence 
that aspirin produces duodenal ulcm 
(Ref. 84). 

Kiser (Ref. 18) commented that the 
role of aspirin in the production of gas- 
tric ulcers has been underestimated be¬ 
cause most studies have not dealt with 
the effects of prolonged aspirin Ingestion 
with the exception of the studie by 
Douglas and Johnson (Ref. .74) and Muir 
and Cossar (Refs. 2 and 3). 

Cameron (Ref. 19) points out that the 
protocol for a large Veterans Adminis¬ 
tration cooperative study on gastric ulcer 
published In 1971 excluded patients tak¬ 
ing ulcerogenic compound? such as cor¬ 
ticosteroids and phenylbutazone but did 
not mention aspirin. Patients and physi¬ 
cians in Cameron's study seldom asso¬ 
ciated aspirin with their ulcers. 

(1) Evidence for a causal rote in goi- 
trie ulcer. <f) Direct observation in am¬ 
mo!* end man. The properties of aspirin 
that produce direct erosive effects hove 
been discussed earlier relative to scuts 
erosions. Large acute erosions have been 
observed directly after drug intake ffl 
several Instances (Ref. 3i. Chronic nd- 
ministration of aspirin to animal’ con¬ 
sistently produces gastric ulcers (Be** 
18 and 66). 

li(> Increased incidence of Ulcer to 
analgesic abuse. Hie unusually high in¬ 
cidence of analgesic use In Australu* 
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particularly in women, provides evidence 
for a causal relationship between aspirin, 
usually in combination, and chronic pep- 
tir ulcer. This population is sign meant 
from an epidemiologic point of view not 
only because of the very high prevalence 
of chronic, daily aspirin use but also the 
significantly greater incidence of dally 
use by women compared to men, first 
noted by Bllllngton in 1960 (Refs. 71 and 
72 >. The Increased use of analgesics by 
women who take analgesic compounds is 
cl iirly for other than gastro-intestinal 
symptoms. If Increased chronic use of 
aspirin does result in a higher incidence 
of gastric ulcer, then this effect should be 
clearly evident in the Australian popu¬ 
lation. A correlation between increased 
analgesic use and increased incidence of 
ulcer was shown by Douglas and Johnson 
•Ref. 74 ) and confirmed by several others 
<Refs. 16. 17, 19. 76. 77. and 78). It is 
possible that phenacetin. an ingredient 
In almost all abused analgesic combina¬ 
tions, contributes to ulcer production. 
However, phenacetin alone does not have 
a direct damaging effect on the gastric 
mucosa ‘Ref. 6). Furthermore, ulcers are 
rare in patients taking phenacetin com¬ 
pounds not containing aspirin even 
though kidney disease continues to de¬ 
velop <Ref. 73). 

It Is possible, however, that the com¬ 
bined effect of phenacetin and aspirin 
may be greater than aspirin alone for 
the ,<ame reasons discussed later In the 
section on the effects of aspirin on the 
kidney. (See part HI- paragraph B.l.a. 
<2> 'vi)—Adverse effects on the kidney.) 

Douglas and Johnson of Australia 
<Rcf, 74) reported that 90 percent of 78 
chronjc gastric ulcer patients took a pro¬ 
prietary compound containing aspirin, 
phenacetin and caffeine. Most patients 
were chronic headache sufferers with 
pain predating the ulcer and were daily 
users of analgesic compounds contain¬ 
ing aspirin. Compounds with phenacetin 
(or sallcylamlde) and caffeine were pre¬ 
ferred by over 50 percent of this group. 
The usual reasons for use given by 
chronic users were chronic headache (41 
percent), nerves and tension (31 per¬ 
cent). arthritis (21 percent), and indi¬ 
gestion (7 percent). 

Gillies and Skyring (Ref. 77) in an In¬ 
terview study found a statistically signi¬ 
ficant association between chronic use of 
nigh doses of aspirin and the incidence 
of gastric ulcer. Fifty-seven percent of 
wUcnts with active gastric ulcer had 
taken aspirin daily compared to 22 per¬ 
cent of controls. In earlier case-control 
Judies Gillies and Sky ring (Ref. 77) 
found a significant correlation between 
nigh intake of aspirin and gastric ulcer 
out not intestinal ulcer. 

Duggan and Chapman (Refs. 81 and 
found a r or relation between the in¬ 
cidence of gastric ulcer in women and the 
consumption of large amounts of aspirin* 
mainly as A PC powders taken for head¬ 
ache No such correlation for duodenal 
uiccr in either sex or gastric ulcer in 
jnwes was found. Duggan (Ref. 82) fol- 
wwed all patients with acute perforated 
ulcc ** in an Australian hospital 
;' er * 4-year period The proportion of 
»omen in this series was very high (24 
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percent) compared to the usually very 
low incidence of gastric ulcer in women 
in British literature. The association be¬ 
tween the use of high doses of aspirin 
over prolonged periods and the incidence 
of gastric ulcer was highly significant 
statistically particularly for the women. 
In men, 28 percent had a heavy intake 
of aspirin and 45 percent of ulcer patients 
took no aspirin. In the women. 62.5 per¬ 
cent had a heavy intuke and only 25 per¬ 
cent took no aspirin. The authors state 
that aspirin abuse is the environmental 
factor responsible for the excess of gas¬ 
tric ulcer in middle-aged Australian 
women. 

In a further study. Duggan 'Ref. 90) 
analyzed the prognostic factors of 1.634 
patients with acute gastrointestinal 
hemorrhage and found 66 percent ol the 
cases had chronic ulcer and 25 percent 
involved an acute lesion. The total mor¬ 
tality was 11 percent. There was a sta¬ 
tistically significant association between 
gastric ulcer and the Incidence of chronic 
aspirin use. These patients had the worst 
prognosis. However, the reason for the 
poor prognosis probably reflects habitu¬ 
ation of the Individuals to the APC 
powder which was the usual compound 
taken by women in Australia. In other 
series, aspirin-induced gastric ulcers 
healed rapidly with a good prognosis 
when aspirin was withdrawn ‘Ref. 15). 
In the Duggan study the overall mortal¬ 
ity for all forms of major gastrointestinal 
hemorrhage was 11 percent. The mor¬ 
tality of peptic ulcer patients who had 
gastrointestinal hemorrhage was 8.5 per¬ 
cent and was not related to whether or 
not the patients took aspirin. 

«&) Cose-confrof studies with con¬ 
trolled drug intake. There have been 
three case-control studies in gastric 
ulcer patients that have been designed 
to avoid bias due to analgesic drug in¬ 
take related to gastrointestinal pain. 

Cameron ‘Ref. 19) in a prospective 
study with matched controls found that 
chronic aspirin use (15 tablets per week 
for 1 month or more) was associated 
with gastric ulcer in 53 percent of 61 
patients compared to 10 percent of con¬ 
trols. When patients who took aspirin 
for their symptoms of ulcer were ex¬ 
cluded, 45 percent of 40 ulcer patients 
took aspirin. 'Hie difference between 
ulcer cases and control subjects was 
highly significant statistically. When the 
same correction was applied to duodenal 
ulcer patients only 16 percent of the re¬ 
maining 25 duodenal ulcer patients were 
regular aspirin users which was not 
statistically different <p is greater than 
0.1) from controls. 

Uv> Characteristics of asptrin-related 
gastric ulcer lesions. Aspirin-related gas¬ 
tric ulcer patients have lesions which 
are generally of the same shape, size and 
appearance as in nonaspirm ulcer pa¬ 
tients. However, the location and dis¬ 
tribution of aspirin-induced lesions in 
the stomach and the condition of the 
surrounding mucosa appear to be differ¬ 
ent. Interestingly, the distribution of as¬ 
pirin lesions is apparently a function of 
the dosage form as well as the drug. 

McDonald <Ref. 91) found that aspir¬ 
in-related ulcers occurred most frequent¬ 


35391 

ly on the greater curvature of the an¬ 
trum. He claimed that only the aspirin- 
related ulcers were found In tills region 
and were surrounded by normal pyloric 
gland mucosa. In the Minnesota series 
of Cameron ‘Ref. 19). the ulcer was 
within 1 inch of the pyloric sphincter in 
65 percent of patients with gastric ulcer 
associated with heavy aspirin use, as 
compared to 21 percent of gastric ulcer 
patients taking no aspirin (p is less than 
0 05). Cameron ‘Ref. 89» in 1975 noted 
that 90 percent of the ulcers related to 
regular aspirin use (15 tablets weekly 
or more) were in the antral region com¬ 
pared to 50 percent of the ulcers in 
patients who took less than 15 aspirin 
tablets per week (occasional and non¬ 
users). 

In some parts of Australia, however, 
where powders rather than tablets are 
almost exclusively used, aspirin-related 
ulcers are not located in the antral region 
and. indeed, Glllcs and Skyring ‘Ref 78) 
excluded all antral ulcers from their 
study. The differences in the peristaltic 
movement of tablets and powders arc 
considered the reason for the differences 
in the location of lesions in studies in 
these two countries (Ref. 19). Other dif¬ 
ferences have been noted in the patients. 
The aspirin-related ulcer patient was 
younger <57.9 years compared to 66.4 
years) and Included fewer females (53 
percent compared to 71 percent) than 
the nonaspirin ulcer patient. Smoking 
did not appear to fce more frequent than 
in controls In these aspirin-related ulcer 
patients in contrast to the nonasplrln re¬ 
lated ulcer patients who appeared to have 
a greater incidence of smoking compared 
to matched controls. 

(t?> Acute exacerbation of ulcers . Kiser 
(Ref. 18) described the effects of con¬ 
tinued aspirin administration on five 
chronic gastric ulcer patients. Two had 
mild anemia with no overt bleeding. De¬ 
layed healing occurred with continued 
aspirin use. All healed well when aspirin 
was discontinued. Reoccurrence was ob¬ 
served when aspirin use was reinstated. 

Alp et al. (Ref. 17> stated that the ul¬ 
cer patients who continue to smoke, 
drink and take aspirin have a much 
higher incidence. 87 percent compared 
to 49 percent, (about a two-fold in¬ 
crease) of reactivation of ulcers. Exacer¬ 
bation or recurrence of ulcer symptoms 
following aspirin ingestion was demon¬ 
strated by Muir and Cossar »Ref 3) for 
14 of 34 gastric ulcer patients who re¬ 
called taking aspirin within 24 hours of 
their symptoms. 

Several other authors have shown that 
activation of ulcers occurs shortly after 
acute aspirin ingestion (Refs. 12 and 13). 

(g ) Massive gastrointestinal bleeding 
By far the most serious adverse effect of 
the action of aspirin on the gastrointesti¬ 
nal tract is massive upper gastrointesti¬ 
nal bleeding, which can be life-threat¬ 
ening (Ref. 87). often requiring surgical 
intervention and which also has a high 
mortality risk (Ref. 87). The mecha¬ 
nisms and factors Involved In massive 
gastrointestinal bleeding are not com¬ 
pletely understood. It is a relatively rare 
event which in most cases does not ap- 
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peer to be predictable relative to the dose 
or frequency of use of aspirin. 

Although the incidence of massive 
bleeding is low. relative U> the frequency 
of aspirin use. the total occurrence is 
not insignificant. Three different recent 
reports from the Boston Collaborative 
Surveillance program and incidence fig¬ 
ures supplied by other groups indicate 
that the number and severity of adverse 
effects on the gastrointestinal tract pro¬ 
duced by aspirin are quite significant 
»Re£ 28. 92. and 93). 

In a recent survey, aspirin was the 
second most frequent drug involved in 
adverse effects that were serious enough 
to require hospitalization. Two out of 
even* 1.000 hospital admissions were at¬ 
tributed to aspirin Massive bleeding was 
second only to digitalis intoxication as 
the most frequent cause of drug-induced 
hospital admission, and aspirin products 
were involved in over 60 percent of the 
cases <Ref. 92). Of greater significance 
is the fact that the mortality rate associ¬ 
ated with this condition is high (Ref. 
92). Death occurs in 4 to 10 percent of 
all patients with gastrointestinal bleed¬ 
ing including those associated with as¬ 
pirin ingestion <Refs. 15 and 16). Even 
greater mortality rates are involved in 
those patients requiring surgery to stop 
bleeding (Ref 87). 

Miller (Ref. 93) also compared the 
incidence of adverse reactions in 1.615 
hospitalized patient* receiving usual 
doses <300 to 600 mg aspirin in 70 percent 
of patients). The incidence of gastric 
distress such as heartburn, indigestion, 
nausea, vomiting was only 19 percent. 
The incidence of gastrointestinal bleed¬ 
ing, Including hematemoste and epistaxis. 
was 0.7 percent <12 per 1.615) of all 
patients receiving aspirin (7 per 1.000>. 

A third report by Levy (Ref. 84) esti¬ 
mated the frequency of major gastro¬ 
intestinal hemorrhage that was unre¬ 
lated to any known predisposing factors 
such as ulcers, gastritis. The incidence 
of massive bleeding in regular “heavy” 
aspirin users was estimated at 25 per 
100.000 <0 25 per 1.000) 

The very low figure in the third study 
is undoubtedly ah underestimate due to 
the design of the study, which is dis¬ 
cussed below. 

Numerous clinical studies have indi¬ 
cated that from 30 to 80 percent of all 
persons (Refs. 4. 22. 85 through 87, and 
94 through 101 > entering the hospital 
for massive gastrointestinal bleeding 
have taken aspirin within the past 24 to 
72 hours. Recent epidemiological studies 
conclusively show that acute use of as¬ 
pirin is causally related to massive 
bleeding <Refs. 84 and 95). The Panel 
believes that aspirin can potentiate 
bleeding In patients having a variety of 
gastrointestinal lesions including acute 
erosive gastritis (Refs. 15 and 102), 
chronic atrophic gastritis, stress ulcer, 
gastric ulcer <Ref*. It. 79. 82. and 84 ', 
duodenal ulcer 'Ref. 84) and duodenitis 
<Ref. 69). • 

There are now convincing studies 
which indicate that aspirin is a definite 
(actor associated with increased inci¬ 
dence of severe gastrointestinal hemor¬ 


rhage in susceptible individuals. There¬ 
fore. the Panel concludes that the 
labeling should include the warning, 
‘Caution: Do not take this product if 
you have stomach distress, ulcers or 
bleeding problems except under the ad¬ 
vice and supervision of a physician”. 

it) Evidence tor aspirin-causation in 
major bleeding. Important criteria in 
establishing a causal relationship be¬ 
tween a drug and disease are satisfied 
when a particular type of lesion associ¬ 
ated with the drug can be identified; 
when a mechanism Involving the drug 
can be established, consistent with all 
data, or by identification of a particular 
high risk group. 

The possibility of comparing the Inci¬ 
dence of aspirin use and the Incidence of 
bleeding from different types of lesions 
is dependent upon the diagnostic pro¬ 
cedures used such as x-ray. laparotomy, 
gastroscopy and histological examina¬ 
tion of biopsies. Radiological (x-ray) 
methods detect chronic ulcers but not 
erosions or acute (superficial) ulcer. De¬ 
tection of erosive gastritis requires gas- 
troscopic examination or. occasionally, 
observation during surgery. More re¬ 
cently it has been established that acute 
hemorrhagic gastritis associated with 
aspirin may be one of several types (in¬ 
complete gastritis, atrophic, hyper func¬ 
tional etc.) which can only be established 
if biopsies of mucosa are examined mi¬ 
croscopically. Even histological studies 
involving single biopsies may miss some 
types of lesions. 

(O Direct observation of bleeding in 
subjects. Hemorrhagic erosive gastritis 
has been directly observed during aspirin 
studies designed to test other responses. 
In a few cases, bleeding was severe 
enough to require surgery. Bleeding ero¬ 
sions containing fragments of aspirin 
tablets have been reported (Ref. 6>. A 
representative case was described by 
Roth (Ref. 6) who described an example 
illustrative of massive hemorrhage sec¬ 
ondary to the gastric erosion after acute 
use of aspirin Surgical Intervention was 
necessary and revealed two 1-cm round 
lesions (the size of the tablets). The ap¬ 
pearance of the lesions resembled acute 
focal hemorrhagic gastritis including 
desquamation of surface epithelium and 
capillary' breakdown in the focal area. 

The authors state that there could be 
no doubt about the causative relation of 
aspirin to the punched out bleeding ero¬ 
sions but questioned the persistent 
bleeding from two small erosions Involv¬ 
ing only capillary breakdown. They con¬ 
cluded that occasional massive bleeding 
probably requires the local effect to ini¬ 
tiate the bleeding but also some unde¬ 
fined effect such as hypersensitivity or a 
capillary or coagulation defect. 

Several other authors have observed 
mucosal erosions and hemorrhage asso¬ 
ciated with aspirin particles by gastro- 
scopic examination (Ref. 23) and during 
surgery (Ref. 3). 

(«> Correlation of individual bleeding 
response with xxtriable drug intake . Indi¬ 
vidual cases showing reversible suscepti¬ 
bility to bleeding when aspirin is in¬ 
creased or withdrawn are given by Weiss 


<Ref. 10). Hurst (1 case) (Ref. 34). Kelly 
<3 cases) (Ref. 85). Waterson ‘Ref. 103) 
and Brown and Mitchell <Ref. 86). 

<M> Case-con trot clinical studies. In 
(he opinion or the Panel, there is suffi¬ 
cient evidence from experimental and 
clinical studies involving different ex¬ 
perimental designs to warrant the con¬ 
clusion that aspirin Ingestion is a con¬ 
tributory factor in Increased incidence of 
major gastrointestinal hemorrhage. 

Most clinical evidence involves retro¬ 
spective case-control studies comparing 
the incidence of aspirin use in cases com¬ 
pared to a variety of control population: 
<Refs. 4. 19. 22. 84 through 87. 90. 92. and 
94 through 101). 

Because aspirin is frequently taken by 
patients for symptoms of their gastroin¬ 
testinal disease, it is particularly critical 
to evaluate this potential bias in all stud¬ 
ies showing an increased incidence of as¬ 
pirin use associated with a particular 
disease condition. There are several 
studies, however, in which the available 
Information clearly shows that the drug 
was not taken for symptoms related to 
the disease condition and the control 
group was matched for all Important 
variables except bleeding (Refs. 2. 22, 84 
and 95). 

Because gastric distress is such a com¬ 
mon component of gastrointestinal dis¬ 
ease, in some studies all cases of acute 
upper gastrointestinal hemorrhage in In¬ 
dividuals with a known history of gastro¬ 
intestinal disease, were excluded as pos¬ 
sible cases involving aspirin as a caudal 
gastric pain associated with peptic ulcer 
or contributory factor (Refs. 2 and 84'. 
These studies do not consider the impor¬ 
tant possibility that aspirin taken either 
for unrelated reasons or for the chrome 
gastric pain associated with peptic ulcer 
or gastritis will initiate bleeding from 
existing lesions. 

(ft» Case-control studies elimtna!:iff 
bias due to drug use for gastratntest'^l 
symptoms . Longman (Ref. 104) has re- 
viewed several of the case-control studies 
concluding that a clear association be¬ 
tween aspirin and major gastrointestinal 
hemorrhage was evident but could not 
be shown to be a causal relationship A 
causal relationship could not be shown 
because it could not be ruled out that 
aspirin may have been taken for symp¬ 
toms of massive bleeding. Tire Panel be¬ 
lieves that some of the criticisms of 
control groups, made by Longman, were 
possibly appropriate but also some were 
arbitrary and not based on any substan¬ 
tive evidence known to the Panel. 
Furthermore, the fact that the percent 
of persons taking aspirin in the case 
group was greater than control in oil « 
the different types of studies is important 
since it is highly unlikely that a JSTStem- 
atic bias would be involved for all SX 011 ** 
in all the studies (Refs. 4. 19. J*2. 5 
through 87. 90. 92, and 94 through 101 

The choice of Alvarez and 8ummer^in 
(Ref 22) in using dyspeptic patient a* 
controls was criticized by Langman • 

104) because these patients may have 
been warned by their physicians not w 
take aspirin. In the Panel * opinion this 
criticism Is not valid because the pa - ••• 
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were carefully matched and the “case" 
uroup is just as likely to have dyspepsia 
and be warned by their physician; and 
dyspeptic patients are probably the best 
possible control group to assure that the 
control group would have the same like¬ 
lihood ol taking the drug for symptoms 
as the case group. 

A well-con trolled study by Needham 
el al. 'Ref. 95) was designed to meet the 
criteria described by Langman They 
found a definite association between 
hort-term use of aspirin (within 72 
hours of hospital admission > and mas¬ 
sive upper gastrointestinal bleeding. 

A second study also carefully ruled 
out bias from aspirin being token for 
symptoms, a retrospective case-control 
riudy of 16 . 46 a patients carried out by 
the Boston Collaborative Drug Surveil¬ 
lance Program found on association of 
heavy*' aspirin use (used for 4 or more 
times a week for 12 weeks) with non- 
bicedtaf stomach ulcer and major upper 
gastrointestinal bleeding In the absence 
of known predisposing conditions (Ref. 
66k 

In the Boston study it was estimated 
that, the incidence rate of hospital ad¬ 
missions for major upper gastrointestinal 
bleeding in individuals without known 
predisposing conditions, or evidence of 
intestinal ulcer, and not taking aspirin, 
to be 11 to 13 per 100.000 per year. The 
Incidence rate In heavy aspirin users was 
twice as high, being about 28 per 100.000 
per year. The yearly incidence rate of 
new cases of nonbleeding stomach ulcers 
hi Individuals not taking aspirin is 3 per 
100.000 per year. In heavy aspirin users 
Uie rate is about four times higher. 13 
per 100.00 per year. Both of these dif¬ 
ferences were statistically significant. 
Thus, the Increase In admissions for new 
massive gastrointestinal bleeding, ex¬ 
cluding intestinal ulcer, and stomach ul¬ 
cer* that might be attributed to heavy 
U5e of aspirin would be about 25 per 
100.000 per year. The author concludes 
that these data are consistent with a 
causal relationship between regular 
heavy" use of aspirin and major upper 
gastrointestinal bleeding and nonbleed- 
tn« stomach ulcers It should be noted 
tlmt 15 percent of the total patients ad¬ 
mitted to the hospitals used aspirin at 
lewiAt once a week for 3 months and 6.3 
Percent of the total took aspirin four or 
more times a week for 3 months 
The estimated involvenfent of aspirin 
l* probably conservative in the Boston 
uudy since It involved only new cases. 
It unfortunately does not provide infor¬ 
mation on a critical point of concern to 
this Panel, l.e„ the possible increased risk 
of juspirtn use in patients with a history 
of bleeding or peptic ulcer. It also does 
provide information regarding the 
possible role of aspirin effects on the 
hluod clotting mechanism which might 
Powntiatc bleeding from existing lutes- 
ihuU ulcers since tills group wus excluded 
from the study. The authors state: 

h U worth emphasising that this study 
Provide* no Information on the relation of 
JJPlrtn intake to upper gastrointestinal 
rf t * Ul NI m patients who have predisposing 
conditions such as established chronic peptic 
4lcw * disease. Evaluation of such cases, m a 


case-control study woutd be virtually Im¬ 
possible since there would be no satisfac¬ 
tory way to determine the influence of the 
disease Itself on aspirin use. 

The Levy study clearly underestimated 
the true incidence (Ref. 1). It did not 
study primed subjects. It only studied 
subjects with chonlc use of‘aspirin. It 
therefore ignored the largest group. 
While this may be true in the cited study, 
other studies have provided controls to 
eliminate Individuals who may have 
taken aspirin for the gastrointestinal 
symptom. Even this does not include 
those individuals who take aspirin for 
gastric distress which then precipitates 
bleeding from primed sites. 

Of the total number of cases of peptic 
(stomach) ulcer (517) and upper gastro¬ 
intestinal bleeding (467) only 242 cases 
were used In the study. 356 cases were 
excluded from the study because of a 
history of stomach ulcer or stomach sur¬ 
gery and an additional 78 cases were 
excluded because bleeding occurred after 
admission. Furthermore, this study did 
not examine the possible effect of one 
time or short term ingestion of aspirin 
ou massive bleeding since only chronic 
use of aspirin <3 months* was studied. 
It is important to realize that while the 
study does prove that there is a causal 
relationship between chronic or heavy 
use that this study does not prove that 
only chronic use of aspirin will produce 
ulcer or gastric bleeding. The study was 
designed such that only chronic aspirin 
use was studied. Any individual who had 
taken aspirin less than 3 months was 
excluded. All other studies of gastric 
hemorrhage have examined only acute 
use of aspirin, usually only 24 to 72 
hours prior to bleeding. The association 
between bleeding and "heavy regular’* 
use (more than 3 times per week) may 
simply reflect the higher probability of 
aspirin being ingested during the period 
of gastric susceptibility even though only 
a few doses were actually necessary to 
potentiate the bleeding episode. 

It is also of possible significance that 
the Boston Collaborative Drug Surveil¬ 
lance Study found no evidence of an as¬ 
sociation between aspirin ingestion and 
newly diagnosed cases of uncomplicated 
non-bleeding Intestinal ulcer. In the 
study. 7.9 percent of 63 patients were 
heavy users of aspirin compared to 6J 
percent of controls. In the 43 patients 
with newly diagnosed duodenal ulcer 
who had major bleeding 11.6 percent 
were heavy aspirin users compared to 
6 9 percent of controls which was not 
statistically significant. 

However, this trend of an Increased 
incidence of bleeding in duodenal ulcer 
patients taking aspirin was found to be 
statistically significant In the study of 
Needham ct al. (Ref. 95>. Chapman and 
Duggan (Ref. 79) in 1969 also found 
a relationship between chronic aspirin 
use and the ingestion of a combination 
product that contained aspirin, phena- 
cetin and caffeine (APC), and the in¬ 
cidence of peptic ulcer but found no 
association between duodenal ulcer (in¬ 
testinal ulcer) and analgesic consump¬ 
tion. Prepyloric ulcers (ulcers near the 
exit valve of the stomach) were found 


in an abnormally high Incidence in as¬ 
pirin users. The association of aspirin 
with ulcers was highly significant, sup¬ 
porting the concept that aspirin abuse 
is a cause of chronic peptic ulcer and 
is the environmental factor responsible 
for the excess of peptic ulcers In middle- 
aged women in eastern Australia (Ref. 
89>. 

(2) Difference between caff and con- 
trol tn the frequency distribution of the 
time between aspirin ingestion and re¬ 
sponse. Unfortunately the details of 
aspirin consumption in patients with 
major gastrointestinal bleeding has not 
been given in most studies The carefully 
done prospective study of Alvarez and 
Summers kill (Ref. 22) does provide some 
useful information in this regard. These 
workers carefully noted the exact time 
and reason for aspirin ingestion In 103 
consecutive patients in order to deter¬ 
mine If the drug was taken as a result 
of the bleeding rather than being the 
precipitating factor. The control group 
of dyspeptic patients with no bleeding 
were matched for sex but not age. The 
differences In age. however, are small 
and insignificant relative to the study. 

Two important conclusions can be 
drawn from their data First, the differ¬ 
ence in the time distribution provides 
additional support for aspirin as a causa¬ 
tive factor in hemorrhage. 

Second, the effect of aspirin in pro¬ 
ducing hemorrhage is acute. If one plots 
these data as the cumulative frequency 
of aspirin use. relative to total use. for 
bleeders and nonbleeders, it Is clear that 
the probability of aspirin ingestion being 
associated with gastric bleeding declines 
exponentially with time. The majority of 
patients who bleed took aspirin within 1 
day prior to bleeding 

<Ji Characteristics of lesions. (i) 
Bleeding in peptic ulcer patients. Peptic 
ulcer patients do not show increased 
occult bleeding after aspirin ( Refs. 8 
and 9) but aspirin does increase the inci¬ 
dence of massive bleeding in both gastric 
and duodenal ulcer patients. Weiss *Ref. 
10) states that patients with peptic ulcer 
arc two times more likely to show’ gastro¬ 
intestinal bleeding. 

When bleeding occurs it often occurs 
from other sites rather than from the 
healed or active ulcer »Ref. 15) or bleed¬ 
ing may occur from the ulcer directly 
(Ref. 102). 

Gastro-duodcnal hemorrhage follow¬ 
ing the taking of aspirin is more often 
due to superimposed acute erosive gas¬ 
tritis than to bleeding from the actual 
ulcer (Ref. 2). 

Several recent studies Indicate that 
acute use of aspirin will Increase bleed¬ 
ing in both the gastric and duodenal 
ulcer patient (Refs. 96, 104, and 105) 
Furthermore, recent studies establish 
that the gastrointestinal bleeding asso¬ 
ciated w’ith aspirin is increased by alco¬ 
hol consumption (Refs. 104 and 105). In 
tiiesc studies the increased effect of alco¬ 
hol was often statistically demonstrated 
only in duodenal ulcer patients and not 
In the gastric ulcer subgroups of massive 
bleeding patients*'Refs. 95 and 104>. The 
fact that aspirin causes only gastric ulcer 
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but can potentiate bleeding from both 
gastric and duodenal ulcers suggests that 
different mechanisms are involved 

It should be noted that the chronic 
aspirin-related gastric ulcer is not neces¬ 
sarily a bleeding ulcer. Only 3 of the 61 
gastric ulcer patients studied by Cam¬ 
eron had hematemesis or melena in 
the previous 6 months (Ref. lfl). The 
occurrence of acute lesions associated 
with patients with chronic peptic ulcers 
is not necessarily dependent upon aspirin 
ingestion since they are also seen in 
patients who were not taking aspirin. 
Furthermore, the nature of the acute 
lesions depends upon the probable incit¬ 
ing factors such as stress or alcohoL 
However, the majority of bleeding asso¬ 
ciated with lesions In acute gastritis in¬ 
volves patients taking aspirin. It appears 
that aspirin can potentiate bleeding 
from acute lesions regardless of whether 
it initiates the lesion. These lesions are 
usually the type designated as erosive 
gastritis. 

(U) Hemorrhagic erosive gastritis. 
Hemorrhagic erosive gastritis is charac¬ 
terized by gastric mucosal hemorhage 
from small superficial discrete lesions. 
Unlike ulcers they do not penetrate be¬ 
yond the muscular layer (muscularis 
mucosa) Just below the lamina proprta 
<Ref. 15). These lesions are too small 
to be seen by radiographic examination 
and are generally detected only by di¬ 
rect observation with a gastroscope dur¬ 
ing surgery. In studies in which gastro- 
scopic examinations were not performed 
this lesion is probably included in the 
“cause unknown" category. Further¬ 
more. these lesions may not be observed 
if gastroscopy is performed several days 
after bleeding as they frequently disap¬ 
pear rapidly <24 to 48 hours). 

The incidence of gastric mucosal ero¬ 
sions and hemorrhage have been asso¬ 
ciated with a variety of diseases, includ¬ 
ing infections, following gastric and 
nongastric surgery and trauma < brain 
injury) <Ref 15). Although the occur¬ 
rence of hemorrhagic erosive gastritis 
has been associated with a variety of 
disease states, alcohol and aspirin alone 
or together are most frequently identi¬ 
fied as the precipitating agents <Ref. 
61). 

Sugawa, Lucas and Walt (Ref. 105) 
followed 132 patients with acute erosive 
gastritis (84 after sepsis or trauma. 40 
after alcohol intake and A after aspirin 
ingestion). They were studied by serial 
gastroscopy and photography using fi¬ 
beroptic endoscopes. The color, size, 
shape and distribution of mucosal 
changes w*ere recorded during early heal¬ 
ing phases, and these changes were cor¬ 
related with microscopic studies. 

Mucosal changes in the trauma-sepsis 
group (stress “ulcer") with mainly 
black based erosions, were usually re¬ 
stricted to the parietal cell mucosa and 
were mainly on the greater curvature 
near the fundus. 

Mucosal changes in the alcohol group 
were more evenly distributed throughout 
the stomach. It was found that 17 out of 
40 patients had striking antral involve¬ 
ment. Red based erosions were the main 


lesion in this group. Aspirin erosions 
were more frequent in the body, but 
w'ere seen throughout the stomach. An 
unusual number of patients developed 
superficial white based ulcerations after 
aspirin. 

Dagradi et al. (Ref. 15) state that the 
appearance and distribution of lesions in 
hemorrhagic erosive gastritis are simi¬ 
lar regardless of the nature of the incit¬ 
ing agent. They undergo the same 
course of healing and the clinical spec¬ 
trum is identical. 

There are some differences related to 
the inciting agent. These differences are 
exemplified by the series of 106 patients 
bleeding from hemorrhagic erosive gas¬ 
tritis. The bleeding in 90 percent of the 
cases was associated with the ingestion 
of aspirin and/or alcohol Just before the 
bleeding. In 10 percent of the cases, no 
determinant could be established. In 
most cases, aspirin was taken acutely, 2 
to 3 davs prior to bleeding for pain unre¬ 
lated to gastric condition. Gastric dis¬ 
tress was frequently seen in the aspirin- 
related group and varied from 1 day to 
several weeks prior to bleeding. Gastric 
ulcers occurred in 33 percent of the as¬ 
pirin group but only in 5 percent of the 
alcohol-related group. Active peptic ul¬ 
cer was present In 50 percent of the as¬ 
pirin rrelated group and only 4 percent 
of the alcohol group. However, the fre¬ 
quent gastric distress tn the aspirin 
group was unrelated to the presence or 
absence of ulcers. 

Katz and Siegel (Ref. 14> reported that 
bleeding from acute erosions outnumber 
acute ulcers as a source of bleeding by 7 
to 1, respectively. They des rlbed the 
typical acute gastric lesion as having de¬ 
nudation of superficial epithelium 
sheared at the neck of the glands with 
variable hemorrhage in the capillary rich 
area of the neck. These authors propose 
that a variety of agents may cause hem¬ 
orrhagic erosive gastritis through the 
same mechanism. A vnriety of inciting 
agents may cause release of hisUunine 
from the mast cells in the lamina pro¬ 
pria. They state, “It seems probable that 
many pathways lead to degranulation of 
the histamine-laden mast cells in the 
area about the neck of glands and that 
capillary injury results whatever the in¬ 
itiating stimulus. Capillary permeability 
increases, leading to hemorrhage at the 
neck with tissue anoxia, amputation of 
superficial epithelium and gross hem¬ 
orrhage following." 

The importance of stress as a precipi¬ 
tating factor for erosive gastritis has 
been suggested by several authors <Refs. 
14. 94. and 96). 

The more recent studies of Gelzayd 
and Gelfand and Gelzayd. Gelfand and 
Rinoldo (Refs. 106 and 107> show that 
aspirin and alcohol may often be in¬ 
volved in duodenitis (inflammation of 
the intestine) rather than duodenal (in¬ 
testinal > nicer. Thirty-two patient* had 
a variable history of epigastric pain 
(mainly dyspeptic), nausea, vomiting, 
and hematemesis (passage of blood by 
vomiting) or melena (passage of blood 
through the stools). Only three of these 
people had had a duodenal ulcer. Hem¬ 


orrhagic duodenitis (bleeding resulting 
from intestinal inflammation) was pre¬ 
sent in eight patients with anemia and 
severe enough in lour patients to require 
transfusion. 

These bleeding episodes involve sites of 
bleeding which would not be decreased 
by highly buffered aspirin in solution 
since the primed site is already existing. 
Thus, there is no rationale for using buf¬ 
fered or highly buffered aspirin for con¬ 
current symptoms of headache and 
alcohol!; gastritis. Indeed, the Panel be¬ 
lieves it is contraindicated. The Panel 
has discussed the labeling of such pro¬ 
ducts elsewhere in this document. (See 
part VI. paragraph B.l.d. below—Label¬ 
ing claims for marketed products con¬ 
taining analgesics combined with ant¬ 
acid or buffering ingredients.) 

Those who contend that the systemic 
effect of aspirin is negligible relative to 
the association of aspirin to massive 
bleeding have usually made the assump¬ 
tion that the systemic effect must cause 
the bleeding rather than potentiate ex¬ 
isting bleeding. However, based on cur¬ 
rent information regarding the effect of 
aspirin on platelet function, it is clear 
that aspirin w ill not initiate bleeding on 
the basis of the platelet effects and most 
likely will not potentiate bleeding from 
all types of bleeding sites. Most authori¬ 
ties agree that reduced platelet function 
will be important only w*hen there is 
existing bleeding potential at the capil¬ 
lary level. It is of significance that the 
unique vasculature of the gastrointes¬ 
tinal tract and the importance of capil¬ 
lary blood flow to the lamina propria Is 
the primary factor in acute hemorrhag;< 
erosive gastritis or duodenitis. It is m 
these situations that aspirin is most fre¬ 
quently involved, accounting for 50 to 
90 percent of all cases of massive bleed - 
ing from these sites. There are few situa¬ 
tions in the body other than gastroin¬ 
testinal erosions where extensive existing 
damage to mucosal tissue would tovoh e 
extensive capillary networks. The capil¬ 
lary bed in the tonsillar region is ore 
such case, however, and as might be ex 
pec ted, bleeding associated with aspirin 
does not occur in this region unless 
trauma and existing tissue damage is 
present e.g. posttonsillectomy. When ex¬ 
isting damage occurs and capillary 
bleeding does occur, massive bleeding 
from this site can and does take pi a**'* 
following aspirin Ingestion. It should be 
clear that aspirin is not acting through 
the Davenport (hydrogen Ion mediated 
bleeding) mechanism. 

In summary, the Panel finds that 
massive gastrointestinal bleeding fre¬ 
quently is associated with acute aspirin 
ingestion by patients who have existing 
lesions which involve capillary type 
“oozing" bleeding (Ref, 14), such as 
weeping types of lesions associated with 
erosive gastritis regardless of the orig¬ 
inal cause and the more recently recog¬ 
nized duodenitis (Refs. 106 and 107 
The tonsillar bed follow ing surgery or in¬ 
flammation Also presents this picture 
These lesions are often multiple super¬ 
ficial areas w f hich would be dependent on 
platelet function for hemostasis sine* 
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they are not under arteriolar control 
• Ref. 14 >; massive bleeding is more fre¬ 
quently observed in individuals who have 
inborn clotting deficiencies. While hemo¬ 
philia has long been recognized to be a 
condition which Is a contraindication to 
aspirin use, other clotting deficiencies 
which arc less severe have been detected 
because of their reaction to aspirin «See 
part III paragraph B.l a.«2>(1> above— 
Adverse effects on the blood.); and large 
increases of gastrointestinal occult blood 
loss are frequently associated with in¬ 
dividuals who arc more likely to have 
existing gnild bleeding sites. The effects 
of aspirin on platelet function require 
only small doses The effect may persist 
for several days This dose-time response 
is consistent with some reports of mas¬ 
sive bleeding following one or two as¬ 
pirin tablets 1 or 2 days before massive 
bleeding occurs 'Ref. 86). 

</i> Interaction with alcohol . Another 
aspect of the gastrointestinal bleeding 
problem is the evidence In recent studies 
of a synergism between alcohol and as¬ 
pirin’s ability to cause such gastrointes¬ 
tinal bleeding. 

In a study which was also designed 
to overcome the problems outlined. 
Needham etal. (Rrf 93) found a definite 
a Delation between the acute use of as¬ 
pirin < within 72 hours of hospital ad¬ 
mission) and massive upper gastrointes¬ 
tinal bleeding, and evidence of a syn¬ 
ergism between alcohol and aspirin In 
the association with gastric bleeding. It 
is of significance tliat of the separate 
diagnostic groups. Le„ duodenal and gas¬ 
tric ulcer, gastritis etc., only the duo¬ 
denal group showed a high significance 
ir the svnenristic effect of aspirin and 
alcohol in terms of an increased Inci¬ 
dence of bleeding. While this may be 
because of the low numbers of patients in 
the other categories, eg., gastritis, it is 
important to note that acute ingestion 
of aspirin had a significant effect on duo¬ 
denal bleeding and a synergistic effect 
with alcohol in bleeding from duodenal 
ulcers even though there is presently no 
evidence that even chronic aspirin usage 
U implicated in the incidence of non- 
bleeding duodenal ulcers iRef. 86». This 
tfives .support to the hypothesis that as- 
Dirtn may support or potentiate bleeding 
from gastrointestinal lesions even 
though aspirin alone may not initiate the 
legion. 

It is also significant that*in this study 
alcohol alone chd not increase the risk of 
bleeding, but did potentiate the effect of 
aspirin. It, is ai$o of interest tp notc that 
*3 Percent of the total number of .patient* 
took aspirin for stomach pains, and 4 
i^rcent for hangover. The authors con¬ 
clude that there seems to be a good 
case for warning the public of the dan¬ 
gers of aspirin since the combination of 
headache and upset stomach are often 
related to alcohol ingestion and mieht be 
a frequent reason for use of aspirin. 

formulation effects. SAme author¬ 
ities claim that the mechanism involved 
major gastrointestinal bleeding is 
, * some as occult bleeding, l.e.. involv¬ 
ing direct cellular damage mediated 
through, and therefore requiring, avail¬ 


able hydrogen ion (Ref. 22). As a corol¬ 
lary to this hypothesis, it has been 
claimed that highly buffered aspirin 
solutions which decrease occult bleed¬ 
ing would also obviate major bleeding 
<Refs. 37 and 47). While the direct acld- 
mediuted gastric erosion may undoubt¬ 
edly contribute or even in some cases 
initiate massive bleeding it is clear tliat 
this is not the only, and in fact prob¬ 
ably not the most important mecha¬ 
nism involved in aspirin-induced mas¬ 
sive bleeding. 

There are several lines of reasoning to 
support this conclusion. Mucous mem¬ 
brane damage to the stomach produced 
by direct contact with aspirin and occult 
bleeding are responses that are predict¬ 
able under given experimental condi¬ 
tions. Increased occult bleeding is ob¬ 
served in about 70 percent of the normal 
population taking normal therapeutic 
doses (Ref. 108). Massive bleeding has 
not been simulated In the laboratory 
and occurs sporadically and unpredict- 
abl\ in the aspirin taking population. 

Even though highly buffered aspirin 
solution decreases the average occult 
blccdina loss in most .studies <Ref. 75). 
frequently in these studies using highly 
buttered aspirin, one or two subjects who 
have taken highly buffered aspirin solu¬ 
tion have sporadic, large increases in 
gastric bleeding. These “atypical re¬ 
sponders” or "outliers” have occult 
bleeding losses which are often signifi¬ 
cantly greater statistically than the 
overage for all subjects in the study 
4 Ref, 77). Studying occult bleeding 
without regard to the unusual excessive 
bleeder or eliminating these “outliers” 
from the study begs the issue tliat buf¬ 
fering decreases blood loss and probably 
ignores the very type of exaggerated 
responder which is so characteristic of 
massive gastrointestinal bleeding. 

Locally applied aspirin produces mas¬ 
sive bleeding from capillary beds of tls- 
rues which do not secrete hydrochloric 
acid such as the tonsillar areas of the 
throat (See Part III paragraph B.l.a. 
<2) (it) tb) if) above—Mucosal erosion 
of the mouth), particularly following 
tonsillectomy when abraded oozing tis¬ 
sue is involved. 

Enterlc-coatcd aspirin products de¬ 
signed to release aspirin In the intestine 
where the acidity is low. produce signifi¬ 
cant increases In occult gastrointestinal 
bleeding, particularly in individuals who 
are more prone to such bleeding/eg., the 
elderly (Ref. 1). 

The Panel recognizes that a direct 
correlation between a reduction in oc¬ 
cult bleeding and a reduction in occa¬ 
sional massive gastrointestinal bleeding 
has never been demonstrated 

Chronic aspirin Ingestion appears to 
increase the incidence of stomach ulcers 
to a greater extent than duodenal (in¬ 
testinal) ulcers presumably due to the 
hydrochloric add effect in the gastric 
mucosa < mucous membrane of the 
stomach). However, aspirin appear* to 
be implicated in massive bleeding asso¬ 
ciated with duodenal ulcer putients to 
the same or greater extent as in patients 
with stomach ulcers or erosive gastritis 
(stomach inflammation) (Ref. 79). TTils 


supports the hypothesis that the effect 
of a c pirin on massive bleeding may not 
be dependent on the same factors as 
those factors related to direct mucosal 
damage in the stomach. 

While the Davenport mechanism may 
contribute to or even In some cases initi¬ 
ate massive bleeding, it would appear 
not to be the only mechanism involved. 

For the various reasons discussed 
above, the Panel concludes that because 
aspirin after it has been absorbed into 
the blood stream can promote or in¬ 
crease bleeding, all preparations con¬ 
taining aspirin regardless of formulation 
should bear a warning: “Couffon: Do 
not take this product if you have stom¬ 
ach distress, ulcers or bleeding problems 
except under the advice and supervision 
of a physician”. 
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Oili 4drerse effects on hypersensitive 
individuals. Aspirin has long been recog¬ 
nized to produce allergic type reactions 
In hypersensitive individuals (Refs. 1 
through 9*. Hypersensitivity reactions 
are varied, including the following types: 
Effects on the respiratory tract ranging 
from shortness of breath to severe 
asthma attacks; effects on the skin in¬ 
cluding urticaria (hives), angioedema 
(neurotic edema> (giant hives', edema 
and rash: and anaphylactic shock In¬ 
volving laryngeal swelling, which blocks 
air pathways, and a precipitous drop In 
blood pressure (shock* which can result 
in death if not rapidly treated. 

(a) Incidence of adverse effects. The 
incidence of hypersensitivity reactions 
(dermal and pulmonary> has been esti¬ 
mated to be about 0.2 percent of the gen¬ 
eral population (Refs. 8 and 9*. How¬ 
ever. a much higher incidence of hyper¬ 
sensitivity is found in some subgroups. 
Six to 20 percent of asthmatics are sensi¬ 
tive to aspirin (Refs. 10 through 13). 
About 20 percent of patients with chronic 
urticaria will experience exacerbation 
when given aspirin < Refs. 14 through 16). 
The Panel concludes that these adverse 
effects occur in a significant proportion 
of the population. They can be serious 
and even life-threatening in some in¬ 
stances (Refs. 4 through 6). Although 
very rare, death has occurred within 
minutes following ingestion of only one 
or two aspirin tablets In individuals who 
were known to be hypersensitive to as¬ 
pirin (Refs. 5 and 6). 

<b> Adequate labeling Information . Be¬ 
cause of the known risk of a severe as¬ 
pirin hypersensitivity reaction, the Panel 
concludes that groups at high risk, such 
as persons with asthma and persons with 
a known allergic reaction to aspirin (e g., 
shortness of breath, skin rash, hives) 
should be warned not to ingest the drug 
without consulting a physician. 

The Panel recommends that all prod¬ 
ucts containing aspirin should be labeled 
with the warning: "This product contains 
aspirin. Do not take this product if you 
are allergic to aspirin or if you hAve 
: sthma except under the advice and su¬ 
pervision of a physician". 

The Panel also considered the sugges¬ 
tion (Ref. 17) that the warning to asth¬ 
matics should be directed only to the 
asthma subgroup known to be most often 
involved and that salicylic acid or acet¬ 
aminophen can be recommended to this 
and oilier aspirin sensitive groups as a 
safe alternative. Evaluation of these and 
other considerations relating to recom¬ 
mended labeling statements Involved as¬ 
sessment of the current information re¬ 
garding the following; Identification of 
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the mechanism(s> involved and the 
role(8) that aspirin plays in the patho¬ 
genesis of different types of hypersensi¬ 
tivity reactions; characterization of sub¬ 
groups that can be used to identify indi¬ 
viduals that have a significantly higher 
risk of reaction with aspirin; and iden¬ 
tification of other drugs, particularly 
analgesics, that do or do not have cross- 
sensitivities with aspirin. 

The Panel finds there is still consider¬ 
able disagreement and there are unre¬ 
solved questions regarding these impor¬ 
tant considerations, but some generaliza¬ 
tions can be drawn on the probable 
mechanisms involved and susceptible 
subgroups. These are complex and ex¬ 
ceptions are numerous 

The Panel concludes that aspirin can 
precipitate hypersensitivity reactions by 
different mechanisms in different groups 
of patients who may have entirely differ¬ 
ent characteristics. The acceptable types 
of substitute analgesics would also ap¬ 
pear to be entirely different for the dif¬ 
ferent groups 

tc> Major types of hypersensitivity re¬ 
actions. Information reviewed by the 
Panel suggests at least two major types 
of hypersensitivity reactions to aspirin 
which differ in mechanism, usual type of 
response and cross-sensitivities with 
other agents (Refs. 18 and 19). There 
may be overlap of individuals in these 
categories. 

It appears that the group usually ex¬ 
hibiting an asthmatic response to as¬ 
pirin does not usually have atopic char¬ 
acteristics. Rather, they show the usual 
triad of aspirin hypersensitivity, nasal 
pDlyps, and late, abrupt onset of asthma 
>Ref$. 10 through 12). Current evidence 
suggests this group involves a non Im¬ 
munologic hypersensitivity mechanism 
possibly related to the effects of aspirin 
on inhibition of prostaglandin synthesis 
‘Refs. 20 and 21). Cross-sensitivity is 
commonly seen with other prostaglandin 
synthesis inhibitors including indometh- 
acln. flufcnamic acid, mefeiuunic acid, 
ibuprofen and phenylbutazone (Refs. 20 
and 21>. Analgesic agents which do not 
affect prostaglandin synthesis such as 
salicyiamide. salicylic acid and acetami¬ 
nophen do not usually show cross-sensi¬ 
tivities in this group (Ref. 20). Excep¬ 
tions have been noted however (Ref. 13) 

The second group are those who usu¬ 
ally exhibit dermal reactions, such as 
urticaria or angioedema (Refs. 14. 15.16. 
and 19). but may also have asthma fol¬ 
lowing aspirin ingestion (Ref, 19). 'Hiey 
often exhibit typical atopic constitutions 
(Ref. 19). This group also appears to be 
susceptible to anaphylaxis ‘Ref. 19). The 
mechanism involved In this group Is pos¬ 
sibly mediated by immunologic response 
as Indicated by a positive rat mast ceil 
reaction (Ref. 19». This group appears 
to be more susceptible to cross-sensitivi¬ 
ties with salicylic acid and acetamino¬ 
phen (Ref. 19). 

Thus, although some generalizations 
can now be made regarding the type of 
reactions most Ukely to occur in a group 
with particular characteristics, the in¬ 
terrelationships are complex, not pre¬ 
cisely defined, and not likely to be under- 
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stood by the majority of patients. It Is 
sufficient to state that these relation¬ 
ships are not discernible and cannot be 
sell-diagnosed by a lay person. Conse¬ 
quently. at this time, no statement would 
be any more meaningful to the user of 
aspirin than the gctieral warning 
against its use by those known or likely 
to be hypersensitive to aspirin. 

<d) Asthma . Asthma may range from 
mild brief attacks to severe and pro¬ 
longed attacks and. rarely, deaths. Se¬ 
vere angioedema, bronchial asthma, cy¬ 
anosis. asphyxia, coma and death with¬ 
in minutes have been reported in hyper¬ 
sensitive individuals (Refs. 1 through 
4 * 

Conflicting figures are given in the 
literature regarding the incidence of as¬ 
pirin hypersensitivity in the general pop¬ 
ulation and the asthmatic population, 
depending on the population studied and 
the method of assessment (Refs. 8 
through 13, 17. 22. and 23). Objective 
measurement of pulmonary function af¬ 
ter oral challenge appears to be an effec¬ 
tive means of establishing sensitivity. 
There Is some risk involved in challenge 
tests because deatlis have beeii reported 
»Ref. 22 >. Skin testa liave not been found 
to be an effective means of detection 
< Ref. 18) 

McDonald et al. (Ref. 22) studied 42 
asthmatic patients who had no history 
of asthma after taking aspirin. Patients 
with an unequivocal history of asthma 
after taking aspirin (aspirin intolerant) 
were excluded from the study. Patients 
who had no history of asthma associated 
with aspirin were selected for aspirin 
challenge during a time when the pa¬ 
tient's asthma was stable. A dose of 600 
mg aspirin was given as two tablets 
which also contained 150 mg magnesium 
hydroxide and 150 mg aluminum hy¬ 
droxide i^er two tablets. Other tablets, 
containing 200 mg magnesium hydroxide 
and 200 mg aluminum hydroxide per 
tablet and no aspirin, which were similar 
in size and appearance, were given os 
a control, in crossover fashion, to the 
same patients. Respiratory signs were 
measured by spirometry and a Jones 
Pulmonor. Eight of 42 (19 percent) 
challenges were positive. These results, 
combined with 14 patients with a history 
of intolerance to aspirin, yield a preva¬ 
lence of aspirin intolerance of 8 percent 
in the asthmatic population studied by 
these investigators The number of pa¬ 
tients who were intolerant to aspirin 
showed a statistically significant in¬ 
crease in the presence of nasal polyps, 
sinusitis and steroid dependence when 
compared to ail new asthmatic patients 
examined during the 2-year period. 

Many other authors have noted a par¬ 
ticularly high incidence of aspirin sensi¬ 
tivity in asthmatic patients with nasal 
polyps, chronic sinusitis and eosinophl- 
lia. In general, aspirin-induced asthmat¬ 
ics have not fitted the usual character¬ 
istics of the typical “allergic” patient. 
The allergic patient most familiar is one 
who when exposed to some allergen 
(reagin<. such as pollen or a food, de¬ 
velops ”hay fever" watery and Itchy eyes. 


runny nose (allergic rhinitis) and bron¬ 
chos pasm. Secondary symptoms may 
involve urticaria, allergic asthma and. 
rarely, anaphylactic shock. Allergy of this 
type belongs to a subgroup of the so- 
called “immune" class of disease termed 
atopy (Type I. reagin-mediated aller¬ 
gic hypersensitivity). In this class of 
disease an antibody mediates the reac¬ 
tion. The antibody belongs to the IgE 
class of immunioglobulins which has the 
peculiarity of attaching itself to a certain 
type of coil, mast cells in the tissues and 
basophils in the blood. With the arrival 
of the allergen treagin). union between 
the allergen and the antibody attached 
to these ceils occurs and leads to the re¬ 
lease of active substances such as his¬ 
tamine which in turn cause the symp¬ 
toms we coll "allergic." 

In contrast to the atopic group, most 
aspirin-sensitive asthmatics do not have 
any of the usual indications of an immu¬ 
nological reaction. They have been 
termed Type II, intrinsic, nonallergic 
type (Refs. 17 and 24>. 

Palliers states that aspirin-sensitive 
asthmatics are usually the Type n, in¬ 
trinsic. nonallergic type and are quite 
different from asthmatics not sensitive 
to the drug (usually Type I atopic asth¬ 
matics). Based on his study of 1.298 
chronic asthmatics, between the ages of 
6 to 16 years, the 25 children sensitive 
to aspirin were mainly the typical “ob- 
rupt-late-onset" intrinsic types with 
nasal polyps. He states that the majority 
of the atopic (reag in-mediated or Type 
I allergic hypersensitivity) ore said to 
carry no greater risk of aspirin sensitivity 
than the general population. The distin¬ 
guishing characteristics of the low risk 
patient are: An early onset of atopic (re- 
agin-mediated) asthma: a family history 
of allergy: and specifically asthma, 
atopic eczema, and rhinitis. In contrast 
to the large number of asthmatic adults 
who are sensitive to aspirin (approxi¬ 
mately 10 to 20 percent), the number of 
asthmatic children who are allergic to 
aspirin is only about 2 percent, accord¬ 
ing to Palliers (Ref. 24). Palliers has 
recommended to this Panel that the la¬ 
bel warning for aspirin should state, 
“some asthmatics (intrinsic nonaller- 
gic type) may react adversely and there¬ 
fore should not use aspirin without 
medical advice." One difficulty of this 
suggestion is that many asthmatics may 
not know which category they are in and 
could not sclf-diagnose their condition. 
A second more important reason is that 
some aspirin-sensitive children do in fact 
have atopic characteristics. For example, 
in five children with asthma induced by 
aspirin. Yunginger et al. <Ref. 23) found 
tliat four were in the group considered by 
Palliers to be low risk. These four had 
no history of nasal polyps and were char¬ 
acterized by atopic constitutions includ¬ 
ing sensitivities to seasonal pollens, a 
family history of allergies and positive 
skin tests. 

The mechanism involved in the in¬ 
trinsic nonallergic aspirin-sensitive asth¬ 
matic probably includes the effect of as¬ 
pirin on prostaglandin synthesis (Refs. 
20 and 21). 


Polish workers recently demonstrated 
bronchoconstrictlon in patients with as¬ 
pirin hypersensitivity after administra¬ 
tion of five drugs which inhibited pros¬ 
taglandin synthesis (Refs. 20 and 21). 
Indomethacin produced decreased peak 
expiratory* flow in all 11 patients tested 
after a dose of 5 mg. Therapeutic doses 
of mefenamic acid and flufenamic acid, 
and 200 to 400 mg phenylbutazone pro¬ 
duced a brouchoconstrictor effect in 
most patients. These five drugs all in¬ 
hibited microsomal prostaglandin syn¬ 
thetase. Saltcylamlde. acetaminophen, 
benzydamlne and chloroquine did not 
Inhibit prostaglandtn synthetase and 
did not produce bronchoconstrictlon. 

(e> Urticarial ( dermal' hypersensi¬ 
tivity reactions. Speer states that the 
most common manifestations of aspirin 
sensitivity are urticaria <hives) and an- 
gioedema (giant hives) rather than 
asthma (Ref. 15). Urticaml reactions 
(hives) are generally considered as part 
of the general aspirin sensitivity syn¬ 
drome. However, dermal and respiratory 
reactions frequently occur independent¬ 
ly. Different mechanisms may be in¬ 
volved These patient* frequently have 
other allergies (food, drugs) and do not 
necessarily exhibit the usual signs of 
late onset and nasal polyps found in as¬ 
pirin-induced asthmatics. In 112 patients 
found sensitive to aspirin • 1.5 percent 
of ail patients seen in a 10-year period>, 
there were 74 cases of urticaria and or 
angloedema and 38 cases of asthma Of 
interest is the fact that four of these 
patients also reacted to acetaminophen. 
Of these, three developed urticaria and 
one asthma. 

In contrast to aspirin-induced asthma 
which is usually precipitated only by as¬ 
pirin and not salicylic acid, both aspirin 
and sodium salicylate will exacerbate 
chronic urticaria in 20 to 25 percent of 
cases (Refs. 14 through 16). 

Phills et al. using the rat mast cell 
technique, which is thought to detect 
IgE immunoglobin reactions, were able 
to distinguish between two groups of pa¬ 
tients hypersensitive to asplrtn (Ref 19>. 

Dermal reactions are not usually life- 
threatening. There are indications that 
life-threatening anaphylactic shock is 
often associated with patients with der¬ 
mal rather than asthmatic reaction u> 
aspirin Thus while typical (intrinsic, 
nonallergic) aspirin hypersensitive pa¬ 
tients (Type II» can frequently use sali¬ 
cylic acid or acetaminophen or other 
analgesics which do not inhibit prosta¬ 
glandin synthesis without CT068-sensi- 
tivity, this does not appear to be true 
with urticarial and possibly anaphylac¬ 
toid type reactions in the atopic type 
(Type I» aspirin responders. 

The American Academy of Allergy to 
1973 (Ref. 25) approved the following 
resolution: 

While recognizing that acetylfcalicylic 
(aspirin) Is a valuable drug, the Amcfl 5*J. 
Academy of Allergy recommends that » fcf * 
mutation containing aspirin and advertise¬ 
ments promoting the formutatiou shoui 
clearly Indicate that the preparation 
tains aspirin and that aspirin can be harm¬ 
ful to some persons 


FEDERAL REGISTER, VOL 42. NO. 131—FRIDAY, JULY 8, 1977 






The Panel is in agreement with this 
resolution. 

In summary, since aspirin has long 
been recognized to produce allergic type 
reactions in hypersensitive individuals, 
the Panel recommends that all products 
containing aspirin should be labeled 
with the warning: “This product con¬ 
tains aspirin. Do not take this product 
if you ore allergic to aspirin or if you 
have asthma except under the advice and 
supervision of a physician”. 
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<lv) Adverse effects during pregnancy. 
The Panel has reviewed the effects of 
aspirin on various aspects of pregnancy 
as studied and extensively reported in the 
literature. The investigations on the 
effects of aspirin ingestion during preg¬ 
nancy have focused on the following 
aspects: Teratogenic effects < malforma¬ 
tion of offspring); the incidence or still¬ 
births and neonatal deaths (deaths at or 
shortly after birth); the effect of aspirin 
Ingestion on the length and duration of 
pregnancy and parturition time (length 
of labor and delivery ); and the impair¬ 
ment of hemostatic mechanisms by aspi¬ 
rin (but not other salicylates) on the 
mother as well as on the newborn infant. 

In the discussion below, the Panel has 
elected to separate and review the avail¬ 
able data according to the above effects. 
Teratogenic potential and fetal lethality 
will be discussed in terms of both animal 
studies and human retrospective and 
prospective studies. Secondly, prolonga¬ 
tion of the duration of pregnancy and 
parturition time in animals and in hu¬ 
man retrospective studies will then be 
summarized- Lastly, the effects on mater¬ 
nal and newborn hemostatic mechanisms 
will be described followed by the Panel's 
conclusions and recommendations. 

<a» Teratogenic potential and fetal 
lethality . (I) Animal studies. Wnrkany 
and Takacs »Ref. I > reported for the first 
time in 1959 that both methyl and so¬ 
dium salicylate were teratogenic in raw. 
The drugs were administered to preg¬ 
nant rats subcutaneously from days 9 to 
11 of pregnancy. However, the doses used 
were, on a weight basis, much greater 
than the therapeutJc doses used in man. 
Females received either single subcuta¬ 
neous injections of methyl salicylate in 
doses of from 0.1 to 0.5 ml (the mg/kg 
dose was not specified) or sodium sa¬ 
licylate in doses of 60 to 180 mg (maxi¬ 
mum 900 mg kg based on the assumption 
of a 0.2 kg rat). In addition, the terato¬ 
genic doses (doses which caused malfor¬ 
mations) were found to be quite close to 
doses lethal to the embryo (developing 
offspring) and toxic to the mother ‘Ref. 
1 ). 

Larsson. Bostrom and Eriksson ‘Ref. 2> 
in 196) showed that large doses of sa¬ 
licylates. 10 mg < maximum 500 mg kg 
based on the assumption of a 0.02 kg 
mouse i sodium salicylate, administered 
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intramuscularly to pregnant mice in¬ 
duced malformation in the embryos A 
feature of particular Interest was that 
these malformations occurred cither in 
vascular (blood vessel* or skeletal tissues 
both know to contain acid mucopolysac¬ 
charides. The authors hypothesized that 
the teratogenic effects of salicylates in 
mice were related to the inhibition of 
mucopolysaccharide synthesis and sug¬ 
gested that the embryos seemed to be 
most sensitive when the injections were 
given on the 12th and 13th day of ges¬ 
tation 

Larsson and Eriksson (Ref. 3) in 1966 
Investigated the effects of ume of admin¬ 
istration of salicylates to pregnant mice 
on the incidence of fetal death and fetal 
resorption. They compared two mouse 
strains identified ns A/Jax and CBA 
strains and found that they had differ¬ 
ent teratogenic susceptibility. Sodium 
salicylate. 500 mg kg of body weight, was 
given intramuscularly in a single dose 
on one specific gestation day • either day 
9. 11. 13. 15 or 17» to pregnant primlp- 
arous mice of A/Jax and CBA strains 
and to their reciprocal crossings. It was 
found that the fetal resorption rate in¬ 
creased steadily the later in pregnancy 
sodium salicylate was given to the A/Jax 
strains and to hybrids from A Jax fe¬ 
males crossed with CBA males. In con¬ 
trast. in the CBA strain, and to the prog¬ 
eny from CBA females crossed with 
A/Jax males, the resorption rate was low 
even after injection of sodium salicylAte 
In late pregnancy. Vascular anomalies 
were studied and It was noted that the 
highest incidence of vascular anomalies 
occurred after injection of sodium salicy¬ 
late on the 15th day of gestation, where¬ 
as anomalies of the ribs and vertebrae 
showed the highest incidence after in¬ 
jection on the 9th day. Again, the A/Jax 
strain, and the progeny from A/Jax fe¬ 
males crossed with CBA males were 
shown to be the most susceptible. The 
authors suggested that in drug tests for 
teratogenic potential the drug should also 
be given after the period of organogenesis 
and that special attention should be fo¬ 
cused on fetal lethality. 

Eriksson (Ref. 4* in 1970 studied the 
role of dosage and frequency of admin¬ 
istration of sodium salicylate on fetal 
mouse damage as well as a possible pro¬ 
tection against such damage when pen¬ 
tobarbital was given as a pretreatment. 
There was little or no effect on the fetus 
when a dose of 150 mg/kg of body weight 
was administered to the mother on day 
17 of pregnancy. At a dose* of 500 mg/kg 
of body weight given to the mother on 
day 16. death occurred in 70 percent of 
the fetuses. Subcutaneous and subcap- 
sular liver hemorrhages were found in 
39 and 13 percent of the living fetuses, 
respectively. Macroscopk*ally visible sub¬ 
mucosal hemorrhage in the stomach was 
seen in 22 percent of the surviving fe¬ 
tuses. When a dose of 750 mg kg was ad¬ 
ministered. four out of ten pregnant fe¬ 
males died within 24 hours. Five of the 
remaining six pregnant females gave 
birth before being sacriftffced and the 
Ictal lethality In one litter was 100 per¬ 
cent. When 75 mg/kg pentobarbital was 
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administered on days 15 and 16 of gesta¬ 
tion followed by 500 mg/kg salicylate on 
day 17. fetal death was significantly de¬ 
creased. Although these observations are 
interesting, it must be noted that here 
agnin extremely high doses were used 
since the LD. for females of the strain 
used < A Jax > was determined to be 760 
mg/kg of body weight. 

Studies in rhesus monkeys by Wilson 
(Ref. 5) have shown that doses of as¬ 
pirin five to six times higher than the 
teratogenic doses used in rodents pro¬ 
duced embyrotoxiclty and fetal malfor¬ 
mations in this species. It should be em¬ 
phasized that the daily dose of 500 mg/ 
kg was considerably in excess of that 
likely to be used therapeutically in 
pregnant women. 

According to Wilson <Rof. 6>. this 
“margin of safety” has been made less 
secure by the observation of Kimmel, 
Wilson and Schumacher <Ref. 7* that 
the teratogenic potential of a given dose 
of aspirin in rats can be appreciably in¬ 
creased by the concurrent administra¬ 
tion of benzoic acid, a widely used food 
preservative. Levy. Amsel and Elliott 
(Ref 8> have shown that benzoic acid ele¬ 
vates salicylate blood levels in man by 
inhibiting salicyluric acid formation, but 
whether such interaction could raise the 
salicylate concentration in maternal 
blood sufficiently to cause embryotoxiclty 
still remains an open question. The Panel 
has further discussed the role of benzoic 
acid-containing Ingredients later in this 
document. (See part VI. paragraph B 2. 
below—Benzoic acid-containing ingredi¬ 
ents.) 

Since these and oilier reports have ap¬ 
peared. questions are sometimes raised 
about the possible embryotoxiclty of 
salicylates, particularly aspirin, in view 
of its widespread use as an analgesic and 
the high doses used in arthritis. For pur- 
po.se* of comparison, it should be noted 
that the use in the average adult female 
of the recommended maximum daily 
dosage of 3,900 mg aspirin w r ould be 
equivalent to 70 mg/kg for an average 55 
kg (120 lb» woman. 

Recently. Beall and Klein (Ref. 9) have 
reported a study in rats using a dose of 
250 mg/kg (administered on days 7 
through 10 of pregnancy) with and 
without food restrictions. They found 
that the controls (group I) (food ad 
libitum, no drug administration) had 2.6 
percent of abnormal progeny. Group II 
«250 mg/kg aspirin and food ad libitum> 
had 23.8 percent of abnormal fetuses. 
Group III animals on n restricted diet <6 
g daily i had an incidence of abnormal 
fetuses of 5.3 percent. However, Group IV 
receiving 250 mg /kg aspirin plus food 
restriction had an incidence of 95.8 per¬ 
cent malformed fetuses. 

The types of anomalies observed in¬ 
cluded rib anomalies, craniorachischisis, 
umbilical hernia, scoliosis, anophthalnia, 
cleft lip und palate, etc. 

The data also show a significantly in¬ 
creased number of resorptions in group 
IV when compared to groups I, II. and 
III < p is less than 0.05). The inter size of 
control group I was 11 6± 1 54, for group 
II It was 9.4 ±1.45, for group HI it was 


13.1:±0.56 and in group IV it was 642 
1.51. This seems a marked decrease in 
litter size in group IV when compared to 
other groups, although the authors do 
not mention the significance of this fac¬ 
tor. These data indicate that, in rats, the 
combination of food restriction and 
aspirin affected fetal development more 
than did aspirin alone. 

In summarizing the animal studies as 
they might be related to humans, several 
Important points should be noted. As has 
already been emphasized, on a weight 
basis the doses used in the animal 
studies were excessively high and ap¬ 
proached or were at lethnl levels in 
comparison to the usual human adult 
dosage. Not only were these doses at 
lethal levels for the animals, but con¬ 
sidering that the lethal dose for man 
ranges from 400 to 600 mg kg. the ani¬ 
mal doses were also at levels that would 
be lethal to humans (equivalent to 84 to 
96 aspirin 325 mg (5 gr» tablets). When 
pregnant mice were given lower doses, 
such as a dose of 150 mg kg. there was 
little or no adverse reaction. As noted 
above, the total maximum daily dose of 
aspirin recommended by the Panel for 
an average woman is approximately 70 
mg/kg. about one-half the dose In mice 
of 150 mg kg. However, extrapolation 
from animal data to humans is not al¬ 
ways a matter of simple arithmetic and 
conversion of doses on a mg/kg basis. It 
is a well-known fact in toxicological as¬ 
sessment that species vary In the sus¬ 
ceptibility to toxic agents and often it is 
required by government agencies that 
doses 10 or 50-fold of those Intended for 
human use be used in animals for the 
assessment of toxic potential. 

This interspecies variation could be 
due to susceptibility of the target organ 
(or growing embry o) or to differences in 
absorption, metabolism, distribution or 
excretion. Interspecies differences in 
metabolism are extremely common. 

(2) Human studies. Studies related to 
the use of salicylates by pregnant women 
were reviewed by the Panel to make an 
assessment of the risks involved. Obvi¬ 
ously, ethical and moral reasons pre¬ 
clude specially designed randomized 
studies that would examine the effects of 
salicylates on pregnancy. The Panel has 
therefore had to rely mainly on retro¬ 
spective studies, i.e.. previous clinical ex¬ 
perience or statistical records which are 
subject to many valid criticisms and 
from which conclusive evidence cannot 
be definitively drawn. Several retrospec¬ 
tive studies in humans attempting to 
determine if a correlation exists between 
aspirin ingestion and fetal malforma¬ 
tions have been reported in the litera¬ 
ture. 

A retrospective survey of malformed 
infants resulting from 833 pregnancies 
during the period between 1964 to 1966 
was performed In Wales by Richards 
(Ref. 10>. The mothers of the mal¬ 
formed Infants were matched with an 
equal number of controls, women who 
had given birth to normal infants. The 
findings were based on interviews in the 
homes of each mother of a malformed 
infant and her matched control In ad¬ 


dition to the retrospective nature of the 
study, the dosages of salicylates, the du¬ 
ration of treatment, and the medical 
histories of the mothers were not given 
Richards reported that a very highly 
significant greater <p Is less than 0.00 L 
percentage of women *22.3 percent) de¬ 
livering malformed babies, had taken 
salicylates during the first trimester of 
pregnancy than had w omen who had not 
taken salicylates and delivered normal 
babies < 14.4 percent). It is interesting 
that in these populations of women fol¬ 
lowing pregnancy, the incidence of sali¬ 
cylate Ingestion was relatively low, I.e. 
only 36.7 percent of the 833 subjects had 
taken salicylates. 

The author concluded that the result 
of the investigation “suggest that either 
salicylates have a teratogenic effect or 
that the conditions for which they are 
given have such an action.” It should be 
noted that in addition to salicylates 
other drugs had been taken by some of 
the women during pregnancy such as 
antibiotics, sulfonamides, steroids, seda¬ 
tives, iron, oral contraceptives, antiem- 
eiics. etc. However, the women taking 
salicylates did not all take these various 
drugs. 

The retrospective study included a sta¬ 
tistical evaluation of each drug admin¬ 
istered to the mothers to determine 
whether there was a statistically signif¬ 
icant relationship between the drug and 
the malformation found in the infant*. 
The author acknowledged that there are 
several limitations to a retrospective 
study that cannot be overlooked, and 
that “a large number of tests of signif¬ 
icance were performed and many of 
these apparently significant differences 
could have arisen merely by chance.” 
The author performed a total of 1,025 
tests of significance and indicated that 
of the 101 tests that showed statistical 
significance, he considered that 51 of 
these statistically significant results 
could have occurred merely by Chance. 

In reviewing the study, the Panel finds 
several limitations which prevent a valid 
interpretation of the findings. Even the 
author acknowledges limitations to a 
retrospecive study including the fact 
that the results may be affected by bias 
on the part of the interviewer or the 
mother; events, drugs and dosages may 
have been forgotten; emphasis was 
placed on the whole of the first trimes¬ 
ter, whereas the critical periods of devel¬ 
opment are short and occur at different 
times for different organs: and lastly 
that since a large number of tests of sig¬ 
nificance had been performed, many o! 
these apparently significant diiffercmes 
could have arisen mainly by chance. The 
Panel recognizes these deficiency:; and 
especially the fact that the gtati^lcaj 
analyses were not planned in advam e of 
the study. It is also important to note 
that the study was not designed specif¬ 
ically to evaluate the effects of salicy¬ 
lates or other drugs but to evaluate 
congenital malformations and environ¬ 
mental influences in pregnancy. Many 
factors besides drugs were evaluated 
such as illnesses during first trimeter, 
smoking .and diet habits, employment 
accommodations, water supply, etc. 
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Nevertheless, the Panel concludes that 
regardless of the circumstances, the 
PaneJ views the summary conclusions of 
Uic authors as very important. Namely, 
the fact that Richards found many sta¬ 
tistically significant differences between 
cases and controls, those of greatest In¬ 
terest (and possible importance) being: 
(i> Use of salicylates, (tt> certain other 
drugs (antiemctics) and the effects 
of diet in the first trimester considered 
to bo unbalanced or doubtful. Of impor¬ 
tance to this Panel, the author found 
tlmt the taking of salicylates In the first 
trimester resulted in the following sig¬ 
nificant differences: Defects on the cen¬ 
tral nervous system (p is less than 0.05), 
of the alimentary tract (p is less than 
0 01 ), miscellaneous defects <p is less 
than 0.05) and talipes (club foot) (p is 
less than 0.01) (for all organ systems p 
is less than 0.001). 

In another retrospective study by Nel¬ 
son and Forfar (Ref. 11) reported in 
1971. the effects of drugs administered 
during pregnancy and their possible as¬ 
sociation with congenital abnormalities 
of the fetus were compared. Virtually all 
1.369 of these women (1.333 out of 1.369> 
hud taken one or more drugs during 
pregnancy. Only 2.1 percent of mothers 
in the abnormal group and 2.9 percent of 
mothers In the control group had not 
taken any drug. Most mothers who had 
taken analgesics delivered normal In¬ 
fants. In the study 97 percent of the 
mothers took prescribed drugs and 65 
percent OTC drugs. Aspirin was one of 
the drugs included. More specifically, the 
aspirin Ingestion during pregnancy of 
458 mothers of malformed infants was 
compared with the ingestion of aspirin 
by 911 mothers of normal infants. Of 
mothers delivering normal infants, 54.3 
percent took aspirin during the entire 
period of pregnancy as compared with 
62.2 percent of mothers delivering mal¬ 
formed infants. This was reported to 
be a statistically “highly" significant 
difference (p is less than 0.01). 

Approximately 50 to 60 percent of the 
mothers of the malformed infanta and 
also the mothers of the normal infants 
had taken two to five different drugs 
during pregnancy. Approximately 15 to 
20 i>ercent of both groups of mothers 
had taken 6 to more than 10 drugs dur¬ 
ing pregnancy. The drugs consisted of 
analgesics, antacids, antiemeUcs, anti¬ 
biotics, appetite suppressants, barbitu¬ 
rates bronchodllators. cough medicines, 
diuretics, hormones, hypnotics and tran¬ 
quilizers, Iron, sulfonamides and vita¬ 
mins Tests for significance had to be 
done for each class of drugs for the same 
Kioups of mothers. In the case of some 
drugs, the actual numbers were too small 
to "how significant results which could 
j not alone exonerate a drug from possible 
torutogenic effects. In other instances, 
^though a greater number of mothers 
nf mairormed infants took a particular 
nrug than the control mothers, it might 
not necessarily mean that the drug had 
1 teratogenic effect. 

Twenty-three different analgesic prep- 
•ri'.uons had been used by the women. 
Statistical comparisons were made be- 
H * n the analgesics used during the 


whole of pregnancy, the first trimester 
and the first 14 and 56 days and all 
abnormalities observed (which were fur¬ 
ther divided into major and minor ab¬ 
normalities) . The data showed that an¬ 
algesics were used by a significantly high 
proportion of mothers of Infants with 
M all and minor" abnormalities during 
the whole of pregnancy and “all" abnor¬ 
malities during the first 56 days of preg¬ 
nancy. The authors specifically note that 
“aspirin was taken by a significantly 
higher proportion of mothers of all ab¬ 
normal Infants and of infants with ma¬ 
jor abnormalities in the whole of preg¬ 
nancy and of infants with all abnormal¬ 
ities in the first trimester." It was speci¬ 
fically concluded that the Increased oc¬ 
currence of congenital abnormalities as¬ 
sociated with analgesics appeared to be 
related to the aspirin content. 

The data further showed no signifi¬ 
cant differences for aspirin for the first 
14 and 56 days. However, there was a 
significant difference for the first 28 day 
period where 8 out of 458 mothers (1.75 
percent) In the "all" abnormalities 
group had taken aspirin compared to 3 
out of 911 mothers <0.33 percent) in the 
control group <p is less than 0.05). The 
abnormalities included achondroplasia, 
hydrocephalus, congenital heart disease, 
mongolism, congenital dislocation of the 
hip. hydrocele, talipes, and papilloma of 
the forehead. It should be noted that 
Richards (Ref. 10) also observed talipes. 
Since the average dose of aspirin per 
mother in the study group was reported 
to be a little over half that In the control 
group, this indicates a woman does not 
necessarily have to be an abuser or take 
large quantities of the drug to have the 
fetus at risk. 

The authors’ summary comments em¬ 
phasize the need for caution In presum¬ 
ing teratogenic effects on the basis of the 
associations found in the study. They do 
recommend that any drug which carries 
a suspicion of teratogenicity should be 
avoided during pregnancy unless specif¬ 
ically prescribed. More interestingly, they 
recommend that OTC drugs such as as¬ 
pirin should be avoided. 

A retrospective study in Finland re¬ 
ported by Saxen (Ref. 12) in 1975 inves¬ 
tigated the association between oral 
clefts in infants and drugs taken by their 
mothers during pregnancy. Five hun¬ 
dred ninety'-nine cases of oral clefts 
(cleft lips and cleft palates) reported to 
the Finnish Register of Congenital Mal¬ 
formation in the years 1967 to 1971 were 
used in the study. The mothers of these 
malformed Infants were compared with 
matched controls. l.c.. mothers of normal 
infants, for salicylate Ingestion during 
pregnancy. In considering the results, it 
should be kept in mind that this study 
was partially prospective and partially 
retrospective. The information concern¬ 
ing Intake of drugs was obtained from 
welfare center records (prospective) 
whereas questionnaires were completed 
by the mothers during their first visit 
after delivery (retrospective). Although 
it was reported that in the first trimester 
of pregnancy 14 9 percent of the moth¬ 
ers of the malformed infants took salic¬ 
ylates as compared to 5.6 percent of the 


controls (p is less than 0.001), approxi¬ 
mately the same percentage of mothers 
of malformed infants and of the con¬ 
trols <18.4 and 16.9. respectively) did not 
remember exactly when during preg- 
tfancy they took salicylates. Since a cor¬ 
relation with the intake of other drugs 
during pregnancy was also studied, the 
author cautions that when a large num¬ 
ber of significant teste are performed, 
the possibility of chance correlations 
must be taken into account; but the fact 
that the significant differences were 
mostly confined to the first trimester, 
lessens the probability that these differ¬ 
ences arose by chance. Saxen also points 
out that other drugs administered simul¬ 
taneously may alter the response to a 
drug. 

A survey in England by Crombie et al. 
(Ref. 13> reported in 1970. compared the 
number of aspirin prescriptions issued 
by physicians to women In early preg¬ 
nancy who had eventually delivered a 
congenitally malformed baby, with the 
number of aspirin prescriptions issued to 
women who had delivered a normal baby. 
There was no statistically significant 
difference between the two sets of moth¬ 
ers. The authors concluded that any re¬ 
lationship between "drug consumption 
and a congenital abnormality is indirect 
and possibly more directly related to the 
morbid conditions for which the drugs 
were given." This survey included the 
records of approximately 10.000 women. 

In another study by Turner and Col¬ 
lins (Ref. 14) reported in 1975. the in¬ 
fante of 144 mothers who took'salicy¬ 
lates regularly during pregnancy were 
studied with respect to birth weight 
perinatal mortality and the incidence of 
congenital malformations. Since salicy¬ 
lates cross the placental barrier freely 
and go into the fetal circulation, the 
study was initiated in an attempt to 
assess the effects of increased levels of 
blood salicylate on infante whose moth¬ 
ers regularly took salicylates during 
pregnancy. After delivery, the babies 
were divided into groups. l.e.. Group I 
(64 Infante) where the mothers had 
taken sallcvlates daily and Group II <82 
infants) where the mothers had taken 
salicylates at least once a W'cek. Mothers 
in Group I were matched with controls 
for age. parity, gravity, ethnic group and 
social class. Blood salicylate level deter¬ 
minations Showed that when the ma¬ 
ternal blood level was high so was the 
cord-blood level. The mean birth weight 
of the infants of mothers who took 
salicylates dally was significantly lower 
than the mean control birth weight <p 
is less than 0 005). The birth weight was 
also found to decrease in relation to the 
length of time (in years) that mother* 
had been taking salicylates which sug¬ 
gested that it may not be solely an effect 
of sallcvlates on fetal growth but rather 
a cumulative secondary effect from some 
maternal factor. When the present and 
past pregnancies of the women were 
combined, it was found that the still¬ 
birth rate and the perinatal mortality 
rate were significantly increased In in¬ 
fante born to the Oroup l mothers (p Is 
less than 0 01 and 0.005. respectively). 
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With regard to teratogenicity, there was 
no significant increase in malformed in¬ 
fants as compared to controls. 

The authors concurred with the sug¬ 
gestions of Richards <Ref. 10) and Nel¬ 
son and Forfar <Ref. 11). stating that 
it may well be as suggested by those in¬ 
vestigators '‘that teratogenicity is re¬ 
lated to the Illness for which salicylates 
were taken rather than a direct effect 
of the salicylates themselves." Turner 
and Collins <Ref. 14) did find that bab¬ 
ies of mothers taking salicylates had a 
significantly reduced birth weight com¬ 
pared with controls. In addition, some 
babies were born with an elevated cord- 
blood level of salicylates but this was 
not associated with hypoglycemia, 
bleeding or any other obvious clinical 
disturbance. It Is interesting to note that 
there were more anomalies in the group 
of women who took salicylates inter¬ 
mittently rather than constantly which 
suggested to the authors that if there is 
any teratogenic effect it may be more 
related to fluctuating levels of salicylate 
than a constantly elevated level Turner 
and Collins concluded. "Our findings do 
not support the suggestion that salicy¬ 
lates are teratogenic, but they do sug¬ 
gest that chronic salicylate ingestion is 
associated with an Increase in perinatal 
mortality and with decreased Intrauter¬ 
ine growth." 

In a recent study reported by Slone 
et al. <Ref. 15), the results of a prospec¬ 
tive study suggest that aspirin is not 
teratogenic. In the study, which was con¬ 
ducted in 12 hospitals throughout the 
U S., 50.282 mother-child pairs wore se¬ 
lected for evaluation. Prior to delivery, 
data were collected on drugs taken, ma¬ 
ternal illnesses, complications, etc. How¬ 
ever. full details of dosages were not 
recorded but the heaviest use of aspirin, 
which was recorded, was for 8 or more 
days in any lunar month. Aspirin had 
been the most commonly used drug 
which was taken by 32,164 women during 
pregnancy. With regard to evaluating 
congenital malformations, the first 4 lu¬ 
nar months of pregnancy were studied 
in which aspirin had been taken by 
14,864 women. In fact, during this period. 
5,128 women (heavy users) had taken 
aspirin for at least 8 days during at least 
1 of the first 4 lunar months. To fully 
evaluate the data, the authors developed 
risk factors for each of the outcomes 
Identified. These included comparisons 
of the children (with and without each 
of the outcomes) In terms of such fac¬ 
tors as antenatal visits, personal charac¬ 
teristics of mother and offspring, age. 
illnesses, genetic factors (prior mal¬ 
formed siblings). etc. 

The findings of the study in terms of 
malformations according to aspirin ex¬ 
posure during the first 4 months of preg¬ 
nancy are as follows; 

Cowers it Malformation* Following 

Arfirin Exposure in Early Pregnancy 

GROUPS EVALUATED 

Group / Containing S.12S "heavUyT a*- 
pirln-expoAed mother-child pair* (See de¬ 
scription of heavy users above ) 


Group II: Containing 9.736 a^pirin-exposed 
mother-child pairs. • 

Group III Containing 35.418 non-a^plrin- 
exposed mother-child pairs. 


Finding* of ntudy 


Pa mnw»t#T mmsunst 

Group 

Group 

11 

Group 

III 

Number tnalfomird 
children____ 

XiS 

Ml 

2.342 

Percent of croup. 

17 

as 

6.3 

Itelatir* rtik. 

tot 

I. OH 

1.0 


When the children were further di¬ 
vided according to outcome, l.e.. uniform 
malformations <CNS. cardiovascular, 
etc.) and nonuniform malformations 
(inguinal hernia and clubfoot), the data 
show that both aspirin exposure groups 
were similar to the unexposed group. The 
standardized relative risk approximated 
unity. The upper approximate limits 
value less than 0705> for uniform and 
major malformations in children who 
were heavily exposed to aspirin (Group 
I) were 1.08 and 1.11. respectively. The 
authors stated that "With regard to any 
exposure to aspirin (whether heavy or 
not), the standardized relative risks of 
uniform and major malformations were 
1.00 and 1.01, respectively, with approxi¬ 
mate upper 95 percent confidence limits 
of 1.06 and 1.09" 

As with other studies, criticisms were 
raised which could have obscured possi¬ 
ble teratogenic effects. The authors com¬ 
mented in their discussion: 

First, chance may explain failure to detect 
relationships with »omc of the less common 
outcomes. Second, even though multiple log¬ 
istic risk function analytic was u*ed to simul¬ 
taneously control a wide range of potential 
confounding factors, the possibility of nega¬ 
tive confounding by undetected factors could 
not be ruled out. Third, a systemic bias in 
the data collection could have obscured an 
association. Certainly, observer bias was un¬ 
likely in this study because the Information 
on drug exposure was collected before de¬ 
livery. Fourth, some degree of underestima¬ 
tion of aspirin use was undoubtedly present. 
Rinee the median time of entry into the «itudy 
was 21.6 weeks: some women may not have 
recalled taking aspirin during early preg¬ 
nancy. However, there was less likelihood of 
underestimation among heavy users. In ad¬ 
dition. mi*cla«Uftcation of aspirin users as 
non-users would have had to be very com¬ 
mon to completely obscure an actual asso¬ 
ciation. because the non-exposed group was 
extremely large 

The data presented here are not in 
accord with two previous studies (Refs. 
14 and 16). 

The striking differences between the 
study of Slone et al. and those of Collins 
and Turner (Ref. 16) and Turner and 
Collins (Ref. 14) are not as dramatic as 
It may appear at first sight. The studies 
in the American and Australian papers 
were widely different and probably the 
main difference lies in the definition of 
•‘heavy user" given in the U.S. study The 
term "heavy user" as described by Slone 
et al. appears to be a misnomer as these 
authors were really studying three non- 
abusing populations and the outcome 
could have easily been predicted. A per¬ 


son who has taken eight aspirin or thera¬ 
peutic dosages in any lunar month cr in 
any of the first 4 lunar months c- n 
hardly be called a heavy user. 

However. It Is noteworthy that Slone 
et al. (Ref. 15) concluded that the study 
gave no evidence that aspirin ingestion 
during pregancy is associated with con¬ 
genital malformations. They pointed out 
that from the statistical analysis the rel¬ 
ative risk estimates for uniform min¬ 
formations and for major malformations 
make it unlikely that substantial terato¬ 
genic effects would have escaped detec¬ 
tion. Nevertheless, they were of the opin¬ 
ion that the possibility still remaln> that 
grossly excessive exposure to aspirin 
may be teratogenic. However, they re¬ 
ferred to the study of Turner and Collins 
(Ref. 14> which in their view showed no 
effect. More Importantly. Slone et al. con¬ 
cluded: "Based on a larger botfy of dau, 
more conventional doses of aspirin as 
used by pregnant American women do 
not appear to cause malformation.'- in 
their offspring." 

(6) Prolongation of the j&uratia; of 
pregnancy and parturition (labor and 
delivery i time. Tuchmann-Duplessn* ct 
al. (Ref. 17) have recently reported .hat 
the administration of 200 mg/kg ^day to 
rats during the last 6 days of preg¬ 
nancy resulted in a prolongation of the 
duration of pregnancy, a prolongation of 
parturition time and the appear:*: ^ of 
dystocia (abnormal labor) in some ani¬ 
mals resulting In possible secondary 
death of fetuses In utero. Seventy per¬ 
cent of control dams delivered during day 
21 of pregnancy while only 18 percent 
of the treated dams did (p is less than 
0.05). Fetal deaths occurred undoubted¬ 
ly during but not before parturition and 
w r ere the result of prolonged parturition 
and not the result of the toxic effect 
of aspirin on the fetus in utero. 

Lewis and Schulman (Ref. 17* re¬ 
ported a 20 year retrospective study of 
103 patients, most of whom had non¬ 
specific collagen disease or degenera¬ 
tive musculoskeletal disease, taking doses 
of aspirin greater than 3,250 mg day 
during the last 6 months of pregnancy 
in which comparisons were made with 
two control populations. The contro. 
populations were chosen as follows 
first control group consisted of 52 preg¬ 
nant patients with rheumatoid arthritis 
"nonspecific collagen disease”, or de¬ 
generative musculoskeletal disease uno 
were not taking aspirin or other com¬ 
pounds known to affect prostaglandin 
synthesis; and the second contro! uroWP 
contained 50 pregnant women withmn 
known disease who were not takini 
therapeutic doses of aspirin or relatec 
drugs. The patients taking aspirin nao 
an average gestation period of over i 
week longer than either control vtoop 
These differences were significant <P » 
less than 0.025). The two control gtojaP® 
did not differ from each other 
change in the mean length of gcstot»w 
which occurred in the group taking 
plrin was associated with increases 
percent vs 3 percent in controls) in 
tat ion periods lasting more than 42 wee 
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<15 days poetmature). Patients taking 
aspirin had a longer length of labor 
than either of the 2 control groups <12 
hours vs 7 hours; p is less than 0.005). 
Further analysis showed that there were 
no statistical differences in mean age. 
purity or growth. 

The Panel has summarized some of the 
findings of the authors in the following 

UWe: 


The purpose of the study was to 
evaluate the influence of aspirin, an in¬ 
hibitor of prostaglandin synthesis, on 
the duration of human gestation and 
labor. Prostaglandins are known to be 
capable of initiating uterine contrac¬ 
tions Lewis and Schulman indicate that 
their results support the view that pros- 
UgUndin metabolism may be an im¬ 
portant determinant of the timing of the 
onset of spontaneous labor and of its 
duration. Patients taking aspirin had 
labors averaging 70 percent longer than 
those in the control populations. 

Collin® and Turner <Ref. 16) in an 
Australian study compared two groups of 
pregnant women who self-medicated 
with analgesics regularly, with a group 
of matched controls. One group of self- 
medicated women took analgesics in a 
powder dally (constant takers). A com¬ 
bination of aspirin, sailcylamlde. and 
caffeine was taken by 58 percent; 36 per¬ 
cent took a combination of aspirin, phen- 
*cetln, and caffeine; and 8 percent used 
either rx>wder. The second group of self- 
medlcated women admitted taking anal- 
fetics at least once a week throughout 
pregnancy (intermittent takers >. Many 
of the constant takers had self-medi¬ 
cated with analgesics for many years and 
We habituated** to analgesics. After 
the delivery of each patient in Group 1 
'constant takers), the next Australian- 
born clinic patient to deliver a baby, who 
was matched for age. parity and gravity 


Istlvkxcz. or Aamxft on Duration or 
Human Gestation and La doc 

COMPARISONS OP STUDY OSOUPS 

Group 1: Patients with rheumatic diseases 
taking therapeutic dosages of aspirin with 
dally consumption greater than 3.250 mg for 
at least the last 6 months of gestation (103 
patients). 

Group It: Control patients with rheumatic 
diseases not taking aspirin (52 patients). 

Group tit: Control healthy women not tak¬ 
ing aspirin <50 women). 


and after assurance that the patient had 
not taken analgesics. was used as a con¬ 
trol. There were 63 patients in Oroup I. 
the same number in the control group 
and 81 patients in Group II. The major 
effects of regular salicylate consumption 
in pregnancy were found to be an in¬ 
creased frequency of anemia during 
pregnancy, a prolonged gestation, an 
increased incidence of complicated deli¬ 
veries. a high Incidence of antepartum 
and postpartum hemorrhage and trans¬ 
fusion at delivery and an increased per¬ 
inatal mortality. The mechanism of the 
prolongation of gestation and labor by 
salicylates have been found to be related 
to the inhibition of the release of prosta¬ 
glandins Since one of the actions of pro¬ 
staglandins is to stimulate uterine con¬ 
tractions. salicylates might be expected 
to delay the onset of labor and increase 
the length of labor. The Panel has sum¬ 
marized some of the findings of the au¬ 
thors In the following table: 
iNctDKNez or Main Clinical Ft. aturic* From 

RKCVLAM SALtCYI.ATK INGESTION DURING 

PREGNANCY 

COMPARISONS or STUDY CROUPS 

Group I: Constant token*—analgesics 
taken 2 to 12 Ltmoe dally during entire preg¬ 
nancy. 

Group Jt : Intermittent takers—analgesics 
taken at least once weekly during entire 
pregnancy. 

Group III: Controls—no analgesics taken 
during entire pregnancy. 


Because the numbers in the survey 
were small, the findings in present and 
past pregnancies of the women in the 
study were combined .when assessing the 
antepartum hemorrhage, postpartum 
hemorrhage and transfusion at debvery, 
and all of these were found to be sig¬ 
nificantly Increased in the constant tak¬ 
ers group < p is less than 0.001 >. The still¬ 
births and perinatal death rates of the 
combined pregnancies of this group were 
also much greater than in the controls 
• p is less than 0.01 and less than 0.005, 
respectively). 

In another recent study reported by 
Shapiro et ai. (Ref. 19), the results 
allowed no evidence that aspirin taken 
during pregnancy is a cause of still¬ 
birth. neonatal death, or reduced birth 
weight. In this study, the collaborative 
perinatal project previously described by 
Slone ct al. <Ref. 15) was used. The 
50.282 mother-child pairs previously de¬ 
scribed were reduced to 41.337 mother- 
child pairs by the following modifica¬ 
tion. 

When a mother was cnroUed In the study 
mare than once, a random pregnancy woe se¬ 
lected. This was done because perinatal 
deaths in prior sibling* may increase the 
risk of subsequent perinatal death. Pregnan¬ 
cies lasting Its* than 7 lunar months were 
excluded, since as explained below, the defi¬ 
nition ot heavy aspirin exposure used here 
was partly dependent upon the duration of 
pregnancy 

As in the previous study, women were 
divided Into those who were not exposed 
to aspirin <14,956). those with inter¬ 
mediate exposure but poorly’ defined 
(24.866» and those who were heavily ex¬ 
posed (1.515). Heavy exposure was defined 
for pregnancies lasting at least 8 lunar 
months, as aspirin taken for at least 8 
day's per lunar month in at least 6 lunar 
months. For pregnancies of 7 lunar 
months duration, the drug had to be 
taken for at least 8 days In each of at 
least 5 lunar months 
The findings of the study in terms of 
stillbirths and neonatal deaths according 
to aspirin exposure during pregnancy are 
as follows; 

SrtLUnama, Neonatal Death*, and Mean 
Birth Weight* Following Aspirin Ewo- 
■urs During Pregnancy 

COOUrtl EVALUATED 

Group /. Containing 1.515 heavily naplrin- 
expoaed mother-child pair*. 

Group It • Containing 24,866 Intermediate 
aspirin-expared mother-child pairs 

Group lit: Containing 14,956 non-aspirin- 
rx posed mother-child pairs. 


Re*uH* of ntuify gn>upM 




Croup 1 

Cftttlp II 

i *outrol 

Lnnt**! prifruintY. 


4 41 

»a 


tSftmmnn ti*inarrW«.. 


14 

12 


1 

2 

Jnufclux.m at deUvtry*. 

■ duniioa of pftjmaoty. 

»*w**«i .* » re** of . 


13 

31*. 7 
All 

i 

XA* 

Ad 

3K7 

•Ul 

« ***** or man. 

p" of tabor. 

tcmmiwiiv. -iftiwy__ 

i*f,y rlaa iltm __ 

NJIlbtrUW. 

....do... 

. .hoar*. 

* 16 n 
S.0 

;•* 

• 12 

4 as: 

» lit ii 

77 

0 

Ijfl 

> *.«» 
4. * 
U 

l» 


!?!•}» Uwn aim. 
r Din > than0.0ML 


Rv*hU* of study groups 


Parameter measured 

liroup 1 

Group n 

Group III 

I^ncih of (davs) . 

... . 


77X6*6 01 

Lettfih of IaDot (hour*)-- 

Birth w*4iht (g) ...... 

blood low (ml)__—.. 

___ 12 1*10.6 
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FitulnQM of *tudi/ 


Pmnutirtff 

Group t 

Group It 

Group III 

Number §tinHrtb«.„,-— —- -- 

fVrrcnt of troop.. 

Vnihlwr nf twifiAtil dAmlhl . .. . __ 

21 

1.4 

17 

3* 

1.2 

252 

3CB 

1.4 

lift 

IVrocnt ofirxnnti ...-. 

Mmn Hrth Weight ■*) tStaudarditcd (±8.E>l.)p 

Wltlte... — --- r -> r 

BUck.---------- 

17 

\rs*(±y\ 4) 
3.07 4(±17.0) 

1.0 

*.04?<i.4.*) 

1.1 

5.2ttK*4kl> 


The findings demonstrate that in this 
study there is no evidence that aspirin 
taken during pregnancy is a cause of 
stillbirths, neonatal deaths or reduced 
birth weight. The fact that white chil¬ 
dren were associated with slightly re¬ 
duced birth weight and for thAt matter 
neonatal deaths could have been in the 
authors' views due to chance. Opposite 
trends were evident in black chfldrcn. 

Criticisms of the study by Slone et al. 
(Ref. 15) discussed above are equally val¬ 
id here. However, it is the conclusion of 
Shapiro, et al. that "based on our data, 
we find no evidence that aspirin as used 
by pregnant women in the United States 
is related to perinatal mortality or low 
birth weight." 

(c) Effects on maternal and newborn 
hemostatic mechanisms . (1) Interfer¬ 
ence with maternal hemostatic mecha¬ 
nisms. —In the study of Lewis and 
8chulman previously mentioned (Ref 
18). the average blood loss at delivery in 
patients In Group I. patients taking large 
doses of aspirin for at least 6 months of 
gestation, was 340 ±155 m! compared to 
244±114 ml and 235±97 ml in the two 
control groups. This difference was 
found to be significant <p is less than 
0.025) when the results w r ere assessed us¬ 
ing 8tudent*s t-teet. 

Collins and Turner (Ref. 16) also 
found that the incidence of antepartum 
hemorrhage defined by the authors as 
"bleeding greater than a show, after 28 
weeks gestation." and postpartum 
hemorrhage defined by the authors as "a 
blood loss of 600 ml of blood or more in 
the first 24 hours after delivery." was sig¬ 
nificantly increased <p is less than 0.001) 
when group I (constant takers > was com¬ 
pared to controls In the same study, the 
authors also found that the incidence of 
patients requiring transfusions at de¬ 
livery was markedly increased when 
groups I and n (constant and Intermit¬ 
tent takers) were compared to the con¬ 
trol group (12 percent (6 percent versus 
0 percent, respectively >). 

(2) Effect of aspirin on newborn hemo¬ 
stasis. Bleyer and Breckenridge (Ref. 
20) studied the effects of prenatal ad¬ 
ministration of aspirin on newborn 
hemostasis. Fourteen newborn babies who 
had been exposed to aspirin during the 
week prior to birth were compared to 17 
children whose mothers had not taken 
aspirin. The two potentially adverse drug 
reactions detected were platelet dys¬ 
function and diminished factor XII 
‘Hageman Factor) in neonates bom of 
mothers who had taken ordinary doses of 
aspirin during the last week of preg¬ 
nancy. Aspirin-induced platelet dysfunc¬ 
tion may have clinical relevance particu¬ 
larly during difficult traumatic deliveries 


or in the presence of other hemostatic 
defects. The authors conclude that "un¬ 
til the clinical significance of these find¬ 
ings is more fully evaluated, it would 
seem prudent to restrict aspirin during 
the last month of pregnancy.* 4 

Preliminary studies of premature in¬ 
fants whose mothers have ingested as¬ 
pirin during the week preceding delivery 
suggest that this drug might be a risk 
factor to these infants and produce clini¬ 
cal bleeding (Ref. 21). Studies are now in 
progress to confirm this preliminary 
finding. 

Haslam. Flkert and Oillman (Ref. 22) 
have reported one case of a "life-threat¬ 
ening gastrointestinal hemorrhage" re¬ 
quiring two transfusions in one infant 
whose mother had taken calcium aspirin 
<3 tablets of 300 mg on each of the last 
3 days of pregnancy, making a total of 
2.700 mg). The baby required a trans¬ 
fer to a children’s hospital because of 
vomiting blood at 4. 9 and 10 hours of 
age as well as rectal hemorrhage <30 ml 
of blood). Platelet function studies 
showed that platelet aggregation was 
impaired. Three weeks after the trans¬ 
fusions. the platelet function had re¬ 
turned to normal. 

On the other hand. Turner and Collins 
(Ref. 14) examined the Infants bom to 
mothers who took salicylates regularly 
during pregnancy and found that al¬ 
though these infants had raised cord- 
blood levels of salicylate, they did not 
show* signs of clinical bleeding. 

<J> Salicylate exposure in the pain - 
ate. Studies demonstrating the presence 
of salicyluric acid in neonatal urine spe¬ 
cimens have shown intrauterine fetal 
exposure to aspirin or other salicylates. 
Umbilical cord sera from 272 consecu¬ 
tively delivered infants were examined 
for salicylate by Palmlsano and Cassady 
(Ref. 23). Salicylate levels were unex¬ 
pectedly found to be above 1 mg/100 ml 
in 26 of the sera (9.5 percent). The degree 
of fetal exposure to salicylate was indi¬ 
cated by a mean concentration of 3.3 mg/ 
100 ml with a range of 1.2 to 10.9 mg/100 
ml in this group. The mean reserve al¬ 
bumin binding capacity in these infants 
was significantly depressed (p is less than 
0.03). The authors reported that unrec¬ 
ognized feta] exposure to salicylate was 
surprisingly common during late preg¬ 
nancy. In view of comparable serum pro¬ 
tein concentrations, the ‘depression in 
the mean reserve albumin binding capa¬ 
city is unlikely to be related to different 
albumin concentrations between the pos¬ 
itive sera and control sera samples Since 
salicylates displace bilirubin from it s 
albumin binding sites (Refs. 24 and 25), 
this could pose problems in neonatal hy¬ 
perbilirubinemia. The problem seems to 


be of such importance that Palmi&ano 
and Xtassady have proposed that blood 
salicylic acid measurements should be 
included in the clinical assessment and 
management of neonatal hyperbilirubin¬ 
emia (Ref. 23). 

Turner and Collins (Ref. 14) had 
shown that the babies of 144 mothers 
who took salicylates regularly during 
pregnancy had increased cord-blood 
salicylate concentrations. Although ma¬ 
ternal blood was not always collected 
immediately after delivery it w*as always 
taken while the mother was still In the 
labor ward and, as expected, when the 
maternal blood salicylates concentra¬ 
tions were high, so were the cord-blood 
concentrations. Unfortunately, becau e 
of the timing it was not possible to com¬ 
pare maternal and cord-blood levels di¬ 
rectly but In most cases the cord-bicod 
concentrations were higher than the ma¬ 
ternal concentrations. 

It has been previously shown that the 
concentration of salicylate in the blood 
of the infant Is usually higher than that 
of the mother (Refs. 26 and 27). This 
has been interpreted as an indication 
that the fetus near birth has the phar¬ 
macokinetics of a "deep" compartmcit 
with respect to salicylate (Ref. 28>. 

Furthermore, another factor to con¬ 
sider is that the apparent volume of 
distribution for salicylates is higher ;n 
the neonate <300 to 350 ml*kg) than that 
for similar doses, on a body weight bw • «, 
in older children and adults, namely 200 
ml/kg (Refs. 29 and 30). 

In a recent report Garrettson. Prock- 
nal and Levy (Ref. 29) have described 
the placental transfer and kinetics of 
elimination of salicylates in an infant 
whose arthritic mother took 6 5 f/dajr 
aspirin during her entire pregnancy. T he 
baby was bom with a salicylic acid con¬ 
centration of 25 mg/100 ml plasma 
While salicylate elimination was slotver 
than In normal adults, it was more rapid 
than in the newborn whose mother had 
taken only one small dose of aspiha 
shortly before delivery. The slower rate 
of elimination in this infant when com¬ 
pared to adults was described as due to 
immaturity of the glucuronidation path¬ 
way and immaturity of the renal excre¬ 
tory mechanism. 

id) Conclusions and reeommendat. m 
Any relationship regarding the possibil¬ 
ity of any teratogenic effect of salicylate* 
in pregnant women has coihe from retro¬ 
spective studies which are indirect and 
are possessed with obvious shortcomi- 14 
As conducted, they do not unequivocal!* 
demonstrate a teratogenic effect Some 
limitations of the study, as Indicated by 
the authors themselves, are that they 
cannot distinguish between the effect of 
the salicylates and the effect of the con¬ 
dition for w r hlch the salicylate* w«f« 
taken. In those specific studies (Ref* H 
15. 18. and 19). In which the deliverv of 
women who had taken salicylates durtni 
pregnancy was directly observed, no rela¬ 
tionship between salicylates and terato¬ 
genicity was found. Even in a survey ifl 
which a comparison could be made be¬ 
tween mothers of normal infant* wl>o 
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find taken salicylates by prescription dur¬ 
ing pregnancy and mothers of malformed 
infants who had taken salicylates by 
prescription* no difference was found 
that would .demonstrate any relationship 
between salicylates and malformation In 
the offspring. Of particular significance 
m these retrospective studies, is the fact 
that the women in the study who had de¬ 
livered malformed infants had taken sev¬ 
eral drugs other than salicylates, either 
alone or in addition to salicylates This 
meant that many* tests for significance 
had to be done during the statistical 
analysts to determine whether an associa¬ 
tion existed between the ingestion of a 
drug and the development of a mal¬ 
formation in an infant The authors of 
die retrospective studies recognize these 
factors as limitations in the studies, and 
they state that because so many tests of 
significance were necessary some of the 
results of the tests may be due to chance 

Most of the studies relating to preg¬ 
nancy did show that in those women tak¬ 
ing salicylates, adverse effects to the 
mother and the fetus were significantly 
increased. High levels of salicylates in 
cord-blood were correlated with high 
levels of salicylates in maternal blood. 
In rases where such correlations w f ere 
found, adverse effects were significantly 
increased in the mother and in the Infant 
at delivery. In the mother the adverse 
effects consisted of an increase in the 
length of pregnancy and labor, and 
bleeding before and after delivery (Ref 
16> The fetus was adversely affected as 
eudenced by a decreased birth weight, 
and an increase in the stillbirth rate, 
perinatal mortality rate and decreased 
albumin binding capacity (Ref. Ml. 

The Panel is particularly concerned 
with the effects of chronic aspirin inges¬ 
tion on the fetus, ie. decreased birth 
weight, increased stillbirth rqte, peri¬ 
natal mortality and prolonged parturi¬ 
tion As for the acute administration of 
aspirin, the Panel is concerned with its 
effects on increasing duration of labor, 
changing hemostatic mechanisms in the 
newborn and increasing maternal blood 
loss The latter may be a hazard par¬ 
ticularly in premature labor and thus at 
any time during the last 3 months of 
pregnancy. 

Fbr the reasons detailed in the above 
paragraphs, the Panel concludes that 
there is a potential hazard to the use of 
aspnm during pregnancy and recom¬ 
mends the following warning on all as¬ 
pirin-containing products "Do not take 
this product during the last 3 months of 
Pregnancy except under the advice and 
supervision of tt physician". 
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(v> Adverse effects on the central 
nervous system. The lethal dose of as¬ 
pirin or other salicylates probably is be¬ 
tween 20 to 30 g for adults (Ref. 1) but 
doses of 200 to 300 mg/kg in children usu¬ 
ally require hospital treatment (Ref. 2). 
The major toxic signs and symptoms 
arise from stimulation followed by de¬ 
pression of the central nervous system 
Stimulation reveals itself in many ways 
including tinnitus (ringing In the ears), 
rapid breathing, confusion, unusual or 
bizarre behavior, vomiting, mania and 
even generalized convulsions. In severe 
poisoning, the stimulation is followed by 
depression as shown by respiratory fail¬ 
ure, collapse of the cardiovascular sys¬ 
tem and coma. Tinnitus has been studied 
recently in man (with rheumatoid ar¬ 
thritis) by Mongan et al. (Ref. 3>. In 59 
subjects they noted tinnitus to be pres¬ 
ent in two individuals taking 12 aspirin 
tablets (3.900 mg) daily The highest in¬ 
cidence of tinnitus was reported by those 
patients (14) taking 16 tablets per day. 
They found the serum salicylate level 
was invariably greater than 19 6 mg/100 
ml when tinnitus was reported. They also 
observed a lack of correlation between 
the total dally aspirin Ingestion and 
serum salicylate concentration. The au¬ 
thors emphasize the fact that patients 
with preexisting hearing loss will not re¬ 
port tinnitus as plasma salicylate con¬ 
centrations increase. 

It has been known for some time that 
salicylates produce a reversible ototox¬ 
icity manifested by deafness (Ref. 4). 
This was discussed recently by Jick et al 
< Ref. 5) who studied drug-induced deaf¬ 
ness in 11.526 hospitalized patients Fol¬ 
lowing aspirin, deafness was noted in 11 
per 1.000 patients exposed. It is impor¬ 
tant for physicians to monitor patients 
receiving aspirin regularly* at higher dos¬ 
ages for hearing loss as well as the pres¬ 
ence of tinnitus. Because tinnitus or 
ringing in the ears is an early and fre¬ 
quent sign of asifirin or salicylate over- 
dosage and the other symptoms men¬ 
tioned may vary and be misinterpreted, 
the Panel believes that the labeling of 
aspirin and otlier salicylates should con¬ 
tain the following warning: *‘8top tak¬ 
ing this product if ringing in the ears or 
other symptoms occur'*. This built-in 
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“early warning system’* of overdosage is 
advantageous in that it alerts users to a 
potential hazard and thereby contributes 
to the safe use of aspirin. 

However, it should be noted that ap¬ 
proximately 100 deaths per year result 
from accidental poisoning by salicylates 
and congeners (Ref. 6>. Until recently, 
over one-half the deaths have been of 
children under 5 years of age. This fig¬ 
ure has recently declined to approxi- 


Thus, salicylate poisoning can result 
in death and these drugs should not be 
viewed as harmless household remedies. 
Some authorities (Ref. 7) feel that the 
toxicity of the salicylates Is underesti¬ 
mated by both the general public and 
physicians resulting in a higher than nec¬ 
essary incidence of toxic reactions most 
of which, fortunately, are mild and In¬ 
consequential. 

However, with the consumption of as¬ 
pirin exceeding 19 billion doses annually 
in the U.8. the relatively small number 
of accidental deaths attests to the safety 
of the salicylates under present condi¬ 
tions of use. The Panel believes that con¬ 
tinued education of the public regarding 
the proper use and the potential dangers 
of misuse of these valuable OTC rem¬ 
edies and more informative labeling will 
result in a progressive decrease in the in¬ 
cidence of toxic reactions to aspirin and 
related drugs. 
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< vt) Adverse effects on the kidney. As¬ 
pirin has been suggested as a contribut¬ 
ing factor in analgesic-induced kidney 
disease. Studies of many animal species 


mately one-fourth probably as a result 
of the introduction of safety closures for 
medicine containers and educational 
campaigns. 

The Panel has included the following 
tabic which summarizes the total num¬ 
ber of deaths of children under 5 years 
and the total number of deaths for all 
ages from accidental poisonings due to 
salicylates and congeners for the years 
1968 U) 1974 i Ref. 3): 


and a few individual cases In man have 
been reported which suggest that aspirin 
may cause kidney disease or may in¬ 
crease existing kidney disease <Refs. 1 
and 2). However, studies in other species 
of animals have shown no adverse effects 
(Ref. 3). 

In rats, aspirin in combination with 
phenacetin may augment the nephro¬ 
toxic effect of phenacetin through syn¬ 
ergistic renal effects (Refs. 3 and 4> pro¬ 
ducing a greater effect than cither as¬ 
pirin or phenacetin alone. The effects of 
phenacetin In producing nephropathy 
are dLscussed elsewhere In this docu¬ 
ment, (See part III. paragraph B.2.d. (2) 
<iiMb) (2) below—Mechanism of action 
producing nephropathy.) In view of the 
much higher incidence of the use of as¬ 
pirin than of phenacetin and the very 
few reports implicating products con¬ 
taining aspirin alone with renal papil¬ 
lary necrosis, the principal lesions asso¬ 
ciated with analgesic renal disease, the 
Panel finds that It is unlikely that aspirin 
alone is an initiator of analgesic ne¬ 
phropathies. This view is supported by 
recent epidemiologic studies which show 
that aspirin alone is not a cause of per¬ 
manent (irreversible) kidney disease in 
man even when taken In high doses for 
prolonged periods of time (Refs. 4 
through 8). 

There are some indications that long 
term (chronic) aspirin consumption even 
in the absence of phenacetin may cause 
renal dysfunction in a small number of 
long term aspirin users (Refs. 9 and 10). 
The majority of these cases involved 
abuse of analgesic compounds or treat¬ 
ment of rheumatoid arthritis. It is the 
Panel’s opinion that long-term abuse of 
aspirin, used alone, is infrequent. Al¬ 
most all nonthcrapeutic chronic use has 
been as a component in a mixture con¬ 
taining another ingredient with greater 
potential to produce dependence (co¬ 
deine, caffeine, phenacetin >. The other 
major group involved in long-term use 
are patients with rheumatoid or osteo¬ 
arthritis. It is the Panel’s contention that 
for this and other reasons elaborated 
elsewhere in this document that arthritic 
patients should not be self-medicating 
without medical supervision. (See part 
V. paragraph A. below—General Discus¬ 
sion.) In addition, it is the Panel's rec¬ 
ommendation that professional labeling 
to health professionals adequately alert 
physicians to the need for periodic renal 


function tests for their patients taking 
large amounts of aspirin. An OTC kid¬ 
ney warning labeling is therefore not 
necessary. 

The Panel concludes that although 
prolonged use of high doses of aspirin 
may produce kidney disease In rare in¬ 
stances. the risk involved is insignificant 
in the recommended target populations 
when aspirin alone is involved. In the 
opinion of the Panel, a warning regard¬ 
ing aspirin causing kidney disease is not 
warranted for OTC use. However, phy¬ 
sicians should be alerted that substitu¬ 
tion of aspirin alone or in combination, 
for phenacetin, in patients with existing 
analgesic kidney disease, may be toler¬ 
ated in low* doses in some patients hut 
contribute to continued renal deteriora- 
lion in others. 

Furthermore, recent evidence dis¬ 
cussed below showing acute effects of 
aspirin on renal glomerular filtration, 
indicates that perhaps short term use of 
aspirin may contribute to or exacerbate 
other types of chronic or acute rena! dis¬ 
ease. Although a warning label regarding 
the use of aspirin in patients with exist¬ 
ing renal disease would be premature 
now, this Is only because the deflni ive 
studies have not been performed to the 
Panel’s knowledge. 

(a) Acute effects (short-term use). 
Prescott found that aspirin produces a 
transient increase in urinary excretion 
of tubular epithelial cells (Ref. X). The 
effect of aspirin was greater than that 
obtained with phenacetin. The effect 
does not persist during continued dosing. 
Two very recent studies have demon¬ 
strated that aspirin produces an acute 
decrease in glomerular filtration rate 
(Refs. 11 and 12>. A mean 10.5 percent 
decrease in glomerular filtration rate was 
observed in patients receiving oral doses 
of 20 mg/kg aspirin (Ref. 10>. In an¬ 
other independent study, an intravenous 
dose of aspirin produced a 30 percent fall 
in glomerular filtration rate (Ref 12>. 
This effect is significant since the usual 
decrease In glomerular filtration rate is 
only about 20 percent from 25 to 85 years 
of age (Ref. 13). 

It Is not known whether these acute 
effects of aspirin on the kidney contribute 
to long term analgesic nephropathy. 
Some authors believe this is unlikely 
(Ref. 14). The significance of these find¬ 
ings relative to the short-term use of 
aspirin in patients with acute or chronic 
renal disease is also not yet known. 

<b) Analgesic nephropathy. A large 
number of studies in rats have shown 
that, in this species, aspirin alone can 
produce renal papillary necrosis, the pri¬ 
mary kidney lesion associated with anal¬ 
gesic kidney disease (Refs. 1. 2. 15, and 
16). Combinations of aspirin and phen- 
acetin produced renal papillary necrosis 
more frequently than aspirin alone, in 
rate, aspirin alone produced renal papil¬ 
lary necrosis in a generally greater 
number of cases than phenacetin alone 
(Ref. 15). 

Renal papillary necrosis he* also been 
induced in the dog. However, most ani¬ 
mal studies have been carried out in tne 
rat. 
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The rat kidney is different than that 
of man. Being unllobular and having a 
Ions slender papilla, it has been sug¬ 
gested that the rat kidney may be much 
more susceptible to papillary damage 
(Ref, 17). The pig was selected as a more 
notable test animal because it has a 
multilobular kidney similar to that of 
man and is thought to metabolize salic¬ 
ylate similarly to man. Mclver and 
Hobbs fed aspirin to 11 pigs for 10 
mouths at a dose higher than that usu¬ 
ally used by abusers without any evi¬ 
dence of renal injury to any of the ani¬ 
mals (Ref. 13). 

a * Clinical studies. In spite of the ex¬ 
tensive use of aspirin and numerous at¬ 
tempts to show correlation between 
chronic aspirin use and renal papillary 
necrosis, there are less than 10 cases of 
renal papillary necrosis reported in the 
world literature that are associated with 
the use of aspirin only (Refs. 1, 6. 9. 10, 
18. and 19). The possibility of a causa¬ 
tive role of aspirin when used alone in 
large long term doses has been the sub¬ 
ject of several epidemiologic studies. 

A recent study of the Boston Collabo¬ 
rative Drug Surveillance program re¬ 
ported by Lawson (Ref. 20» examined a 
possible correlation between analgesic 
use and renal function in 6.407 patients 
and found no correlation. As discussed 
elsewhere in this document, the negative 
results of this study are Inconclusive be¬ 
cause the study design (error due to 
drug. dose, time* U such that real as¬ 
sociations are unlikely to be detected. 
•See part III paragraph B.2.d.<ilMb) 
•f» below- Epidemiological studies.) 
This study also could not show any as¬ 
sociation between renal dysfunction and 
ingestion of phenacetln compounds 
The better controlled long-term pro¬ 
spective study of Dubach clearly showed 
an association between analgesic abuse 
of phenacetln combinations and de¬ 
creased renal function <Ref. 4>. No such 
correlation could be demonstrated In 
those patients taking preparations con¬ 
taining only aspirin 

In a recent study by Emkey and Mills 
Btf 5). It was shown that prolonged 
hiph doses of aspirin given to patients 
with rheumatoid arthritis do not cause 
significant kidney damage. They studied 
til patients with rheumatoid arthritis 
followed at the Massachusetts General 
Hospital Arthritis Clinic who had been 
taking aspirin for 10 or more years 
There were 36 patients whose average 
axe wai. 60.5 years, mean duration of 
therapy was 23 years, and mean daily 
ingestion was 5 g aspirin. The average 
total amount of aspirin Ingested was 42 
Studies of renal function and urinary 
abnormalities revealed that although 
tnuior histological or functional renal 
abnormalities could not be ruled out. no 
permanent kidney damage could be 
demonstrated In these patients. 

Mucklon and coworkers ‘Ref 6* ini¬ 
tially studied renal function in 17 pa¬ 
tient* with rheumatoid arthritis who 
oad ingested 5 to 20 kg aspirin. Renal 
function was assessed by measuring se- 
rum creatinine, creatinine clearance 
arm proteinuria. Fourteen of these 


patients were followed up after 2 years. 
No evidence of permanent renal damage 
was found. 

The New' Zealand Rheumatism Asso¬ 
ciation Survey in 1974 (Ref. 8» of 763 
patients with rheumatoid arthritis and 
145 patients with osteoarthritis, showed 
no association between aspirin <alone > 
intake and a renal score designed to 
identify analgesic nephropathy. Analge¬ 
sic nephropathy was detected in three 
patients taking APC (aspirin, phenacetln 
and caffeine* compounds, one taking as¬ 
pirin and phenylbutazone and one tak¬ 
ing aspirin and acetaminophen. The New 
Zealand Rheumatism Association con¬ 
cluded that there Is risk from APC com¬ 
pounds but not aspirin alone. However, 
aspirin may have an additive or potenti¬ 
ating effect with other analgesics. 

Bulger ‘Ref. 7> found a correlation 
between the total dose of aspirin ingested 
and the depression of creatinine clear¬ 
ance in rheumatoid arthritis. These find¬ 
ings were not corrected for age of the 
patients, and none had a creatinine 
clearance less than 50 even though one 
patient took a total dose of 40 kg aspirin 

The Panel concludes, that in view of 
the much higher incidence of the use of 
aspirin than phenacetln and the very 
few' reports implicating products con¬ 
taining aspirin alone with renal papil¬ 
lary necrosis, it Is unlikely that aspirin 
is an initiator of serious kidney disease. 
However, it has been suggested that 
products containing aspirin, alone, can 
exacerbate and/or perpetuate the pro¬ 
gression of papillary necrosis and renal 
dysfunction (Refs. 1 and 2). Aspirin may 
contribute to the nephrotoxic effect of 
phenacetln through the impairment of 
renal concentrating mechanisms (Ref 
15* or other possible mechanisms Burry 
‘ Ref. 21» speculates that the initial dam¬ 
age occurs in the ascending limb of the 
loops of Henle. Ischemia may be caused 
by inhibition of prostaglandin E, synthe¬ 
sis by aspirin. Phenacetln and its metab¬ 
olites have a profound oxidative effect 
on cells with salicylate-induced suppres¬ 
sion of the hexose monophosphate shunt. 
Burry and others have suggested that 
aspirin may contribute to renal papil¬ 
lary necrosis through an additive effect 
even though aspirin alone is rarely asso¬ 
ciated with renal papillary necrosis 
• Refs 8 and2i>. 
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rvii> Adverse effects on the liver. Sev¬ 
eral recent studies have confirmed that 
asmrln causes a reversible hepatotoxic- 
ity <Refs 1 through 9). Increased hc- 
onUs dysfunction after aspirin Ingestion 
has been identified by Increased serum 
activity of transaminase (Refs. 1 through 
4). serum glutamic oxaloacetic transami¬ 
nase (BOOTi (Ref. 2>, serum glutamic 
pyruvic transaminase <SGPT> (Ref. 2) 
and decreased activity of aspirin esterase 
(Ref. 9* 

The Increased incidence of hepntotox- 
tetty has generally been observed In chil¬ 
dren <Ref 2> and adults (Refs 7 and 8» 
of both sexes treated for systemic lupus 
erythematosus or rheumatoid urthritis 
requiring moderate doses over a period of 
«evera ! weeks. The effect is apparently a 
function of dose (Refs. 2 and 10), plasma 
salicylate level «Ref. 10>. the disease 
state and preexisting liver disease (Ref. 
9*. 

In children treated for Juvenile rheu¬ 
matoid arthritis requiring high plasma 
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salicylate levels, over 65 percent experi¬ 
ence elevated transaminase activity 
(Ref. 2>, 

Seaman and Plot 2 gave aspirin four 
times daily at a dose sufficient to obtain 
a serum salicylate level of 25 to 50 mg ' 
100 ml (Ref. 6). They observed increased 
transaminase activity in 3 of 18 rheuma¬ 
toid arthritis patients. Patients with sys¬ 
temic lupus erythematosus required 
lower salicylate plasma concentrations to 
produce hepatitis. Some patients experi¬ 
enced a fall in elevated transaminase ac¬ 
tivity even though the multiple aspirin 
dosing was continued. Others main¬ 
tained high transaminase activity until 
aspirin therapy was stopped or the dose 
reduced. 

Rich and Johnson reported do«e-re- 
lf»t*d h*D«tr>toxicity of salicvlAtes in six 
children with severe rheumatoid arthri¬ 
tis (Ref. 21, Elevated SGOT and SOPT 
activities were observed in all patients 
and occurred only when serum salicylate 
levels were above 25 mg/100 ml The ef¬ 
fects occurred with sodium and choline 
soncyuc acid salts as well as aspirin. A 
reduction of the dose reversed the effect 
indicating that the effect is primarily a 
function of salicylic acid level, rather 
than aspirin per sc and is a reversible 
process. Clinical symptoms were also 
manifest in four patients. Liver biopsies 
were done in two patients which showed 
histological evidence of liver damage 
with scattered cell necrosis evident in 
one case. 

Aramaki et al, studied 42 patients with 
various diseases given 2 g aspirin daily 
for 3 to 4 weeks (Ref. 9>. TTiey concluded 
that aspirin caused liver damage only in 
adult patients with impaired Uver func¬ 
tion. They found aspirin esterase enzyme 
activities decreased after aspirin admin¬ 
istration in 8 of 14 patients with liver 
damage but slightly increased in those 
patients without liver disease. The de¬ 
crease in aspirin esterase correlated with 
elevated transaminase in six of the eight 
patients with liver disease. 

In view of the recent findings which 
have confirmed that aspirin causes a re¬ 
versible hepatitis, especially in children 
and adults with systemic lupus erythem¬ 
atosus or rheumatoid arthritis and for 
other reasons elaborated elsewhere in 
this document, the Panel concludes that 
arthritic patients should not be self- 
medic&tlng without medical supervision. 
(See part V. paragraph A. below—Gen¬ 
eral Discussion.) In addition, it is the 
Panel's recommendation that profes¬ 
sional labeling to health professionals 
adequately alert physicians to the need 
for periodic liver function tests. An OTC 
liver warning labeling for this group is 
therefore not necessary. 

The Panel concludes that although 
prolonged use of high doses of aspirin 
may produce hepatotoxicity. the effect is 
dose related, dependent upon the disease 
state for w’hlch aspirin Is indicated, and 
is a function of any preexisting liver dis¬ 
ease. In the opinion of the Panel, a team¬ 
ing that aspirin may cause liver disease 
is not warranted. 
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<viil> Adverse effects of concomitant 
use with other drugs or by persons with 
certain disease states. The Panel hail 
earlier briefly discussed the* need for 
caution in the use of salicylates, espe¬ 
cially aspirin, in the presence of serious 
illness and medical conditions for which 
prescription drugs are indicated. (See 
part II. paragraph H. above—Drug In¬ 
teractions with Analgesic. Antipyretic 
and Antirheumatic Agents. > Reports 
have indicated passible drug interactions 
between the salicylates and other drugs 
(Refs. 1 through 7). Individuals who are 
taking prescription drugs may also use 
OTC analgesics, antipyretics or anti¬ 
rheumatics containing salicylates to re¬ 
lieve pain, fever or headache without 
consulting a physician. Therefore, to 
alert such individuals that a drug inter¬ 
action may occur between their prescrip¬ 
tion drugs and salicylates, the Panel 
recommends that the labeling of these 
OTC products contains a genera! warn¬ 
ing against the concurrent use of salicy¬ 
late-containing products and certain 
prescription drugs. The wanting on prod¬ 
ucts containing salicylates should read 
** Caution: Do not take this product if 
you are presently taking a prescription 
drug tor anticoagulatlon (thinning the 
blood). diabetes, gout or arthritis except 
under the advice and supervision of a 
phvsiclan*. 

The effects of a drug may be modified 
by prior or concurrent administration of 
salicylates. Such modifications or drug 
interactions may alter the effectiveness 
or toxicity of a drug by several mecha¬ 
nisms. Pharmacokinetic interactions and 


pharmacologic interactions are the two 
best understood mechanisms by which 
salicylates may modify the actlor. of 
drugs. In pharmacokinetic interactions, 
salicylates affect the absorption, metabo¬ 
lism, distribution or excretion of other 
drugs Salicylates may also alter the 
pharmacologic effects of other drugs by 
producing an additive, synergistic or an¬ 
tagonistic pharmacologic effect. In the 
interaction of prescription drugs with 
salicylates, both of these mechanisms op¬ 
erate to modify the effectiveness and or 
toxicity of prescription drugs. 

Salicylates may interfere with or modi¬ 
fy the effect of drugs that are taken for 
therapeutic use in the following disease 
conditions: 

(a) Anticoagulants used in the treat- 
ment of blood diseases. As the Panel has 
noted above, high doses of aspirin and 
salicylic acid taken for several days can 
Increase prothrombin time significantly. 
(See part III. paragraph B.14M2H1) (g> 
above—Decrease in prothrombin produc¬ 
tion.) Aspirin in doses below' those re¬ 
quired for a hypoprothrombonemic ef¬ 
fect may also increase bleeding time by 
inhibiting aggregation of platelets <See 
part III. paragraph B.l a.(2)ih <&• 
above—Increased bleeding time and in¬ 
hibition of platelet aggregation > Aspi¬ 
rin. particularly, should be avoided when 
ora 1 anticoagulants <especially the con- 
marins> are taken. Anticoagulants are 
prescribed for thrombophlebiUr and 
thromboembolic states including post¬ 
operative thrombophlebitis, pulmonary 
embolism and coronary thrombosis 

Aspirin has an additive effect on the 
action of anticoagulant drugs. Coumartn 
anticoagulants (coumadln (warfarin so¬ 
dium ». dicumarol (bishydroxycouma- 
rin), acenocouqtarol. ethyl bt&coumace- 
late, and phenprocoumonl as well as m- 
d&ndionc anticoagulants (anisindlont. 
diphenadione. and phenindlone* wouid 
all be expected to act in a similar manner 
(Ref. 6). The Inhibition or platelet ag¬ 
gregation by which aspirin can signifi¬ 
cantly increase bleeding time, may pre¬ 
clude its concurrent use with heparin. 

The available clinical data actually 
provides conflicting reports with regard 
to the effects of aspirin on the prothrom¬ 
bin Ume response to warfarin and other 
oral anticoagulants. Nevertheless, in view 
of aspirin’s effect on gastric erosi lt, ( its 
inhibition of platelet activity, ami iti 
possible direct inhibition of the pro¬ 
thrombin complex, the possibility of in¬ 
ducing a clinieallv significant problem in 
patients receiving oral anticoagulants 
needs to be recognized «Rcf. 6». The con¬ 
current use of large do$es of salicylates 
nnd anticoagulants may lead to stveif 
hemorrhage unless the dosage of the an¬ 
ticoagulant is reduced or the Individual 
stops taking the OTC salicylate ‘Re* 
2 ). 

The Panel recommends that non.salic* 
ylate analgesics be used In patients re¬ 
quiring oral anticoagulants of the iou- 
mar in type. Bince documented adverse 
effects with salicylates have been shown 
to be directly related to oral antlco^u- 


FEDERAL REGISTER. VOL 42, NO 131— FRI0AY, JULY I. 1077 












PROPOSED RULES 


35109 


hints. and since the use of anticoagulants 
must be closely monitored by a physician, 
the Panel concludes that the term “anti¬ 
cs igulant drug” should be Included in 
the general warning statement. It is the 
Panel's view that patients currently tak¬ 
ing such prescription drugs are under the 
close supervision of a physician. These 
patients will be aware that they are tak¬ 
ing anticoagulant drugs, and it is impor¬ 
tant that they be Immediately alerted 
through adequate labeling not to take sa¬ 
licylates concurrently. 

(6) Hypoglycemic effect with antidia - 
betlc drugs. The hypoglycemic How 
blood sugar) activity of the oral antidia* 
be tics isulfonylureas) may be enhanced 
by the concurrent administration of sa¬ 
licylates. It should be noted that salicy¬ 
lates. themselves, were among the first 
compounds used for their hypoglycemic 
effect The exact mechanism of the hypo¬ 
glycemic effect of saltcylates is not com¬ 
pletely understood. Several mechanisms 
by which aspirin may decrease plasma 
glucose levels have been postulated, 
among which are hepatic glycogen deple¬ 
tion and increased glucose utilization. 

It has been reported that the hypogly¬ 
cemic activity of the antidiabetic drug, 
chlorpropamide, may be enhanced by the 
concurrent administration of aspirin 
•Ref. 6). Chlorpropamide is chemically 
related to other hypoglycemic ngents 
such as tolbutamide, acetohcxamidc and 
tolazamide and a similar interaction with 
aspirin may possibly occur. The interac¬ 
tion between salicylates and* oral antl- 
d tabetic drugs would result in a pro¬ 
longed and protracted fall in plasma glu¬ 
cose levels. The mechanism by which this 
effect is brought about has been attrib¬ 
uted to salicylate displacing the antidia¬ 
betic agent from its binding sites rather 
than to any intrinsic hypoglycemic activ¬ 
ity of the salicylates. The displacement 
would increase the amount of free 
'pharmacologically activei antidiabetic 
drug in circulation and increased hypo¬ 
glycemia would result The interaction 
would result in poor control of diabetes 
•Ref $), The only alternative, if both 
drugs were required, would be to decrease 
the dosage of the antidiabetic drug dur- 
ihg salicylate Intake and then to tncrease 
tlie dosage when salicylates were discon¬ 
tinued. Tills would need to be accom¬ 
plished under the direct supervision of a 
physician, 

Rhcre have been no controlled clinical 
tnaLs demonstrating a direct relationship 
between chlorpropamide and aspirin. 
However, as has been pointed out. the lit¬ 
erature does indicate that the hypogly¬ 
cemic activity of chlorpropamide may be 
enhanced with use of aspirin, but maybe 
<>nly at uricosuric doses. Nevertheless. 

vuu.se of this possibility and because 
fcilicyUites do have hypoglycemic prop- 
ertics. the Panel recommends that the 
general warning advise against the use of 
salicylates concurrently with prescrip¬ 
tion drugs used in the treatment of dia¬ 
betes. 

Uricosuric inhibition in gout . In¬ 
dividuals with gout have high serum uric 
levels. Several prescription drugs 
are prescribed for gout to decrease uric 


acid blood levels by increasing the renal 
excretion of uric acid (uricosuria >. These 
drugs include probenecid, the sulftnpyra- 
zones and phenylbutazone. Aspirin has 
been reported to specifically interfere 
with the uricosuric action of sulfinpyra¬ 
zone. High serum uric acid levels and 
mutual suppression of uricosuria occur 
in humans when both drugs are used 
concurrently tRef. 6). 

The concurrent use of salicylates with 
uricosuric drugs results in the inhibition 
of the excretion of uric acid in the urine 
(uricosurla inhibition; and thereby re¬ 
sults. in effect, in the antagonism of the 
activity of these drugs »Ref. 5). Uric acid 
Is normally reabsorbed into the body and 
not excreted by the kidney. The urico¬ 
suric agents used In gout block the rc- 
nbsorption of uric acid from the urine to 
the plasma and thus increase the excre¬ 
tion of uric acid. It Is interesting to 
note that salicylates alone have a pro¬ 
nounced uricosuric effect in high doses 
and can be used to reduce high uric acid 
levels in gout, but in OTC doses, aspirin 
causes retention of uric acid. Hence in 
the latter instance the uricosuric effect 
of the uricosuric agents may be coun¬ 
teracted. This Interaction in low OTC 
doses may cause a suppression of uri- 
cosuria which results in uric acid reten¬ 
tion in the body: uricosuria is prevented 
and the therapeutic action of the drug is 
negated. 

Salicylates and uricosuric agents com¬ 
pete for common binding sites on plasma 
proteins and for active tubular transport 
in the kidneys. Concurrent administra¬ 
tion decreases the binding of the urico¬ 
suric agents. The salicylate binding re¬ 
mains unaltered, reducing the excretion 
of the salicylates. 

The Panel concludes that individuals 
with gout should avoid salicylates Be¬ 
cause salicylates have been shown to an¬ 
tagonize the effects of uricosuric agents, 
the Panel recommends that the general 
warning advise against the use of salicy¬ 
lates concurrently with prescription 
drugs used in the treatment of gout. 

• d» Ulcerogenic enhancement in ar~ 
thrtth. Almost all anti-inflammatory 
agents commonly used in rheumatic 
diseases can cause gastric ulcers. These 
agents include aspirin, corticosteroids, 
phenylbutazone and indomethacin. Al¬ 
though the mechanisms by which tlie ul¬ 
cerogenic effect is produced by these 
agents are not definitely established, the 
possibility of an increased incidence of 
gastric ulceration when aspirin is used 
concomitantly with other ulcerogenic 
anti-inflammatory agents must be con¬ 
sidered. 

When corticosteroids and salicylates 
are taken concurrently, the ulcer-pro¬ 
ducing effect in the stomach is additive. 
An Increased ulceration hazard occurs. 
In addition, the corticosteroids may in¬ 
crease tlie excretion of salicylates so that 
to achieve a therapeutic anti-inllummu- 
tory and or analgesic effect, the dose of 
the salicylates must be increased. If the 
steroids arc then withdrawn, the contin¬ 
uing high dose salicylate medication may 
lead to signs of salicylate toxicity <Rcf. 
5). 


The combined use of indomethacin 
and salicylates also poses an increased 
potential for gastric ulceration since 
both indomethacin and salicylates have 
an ulcer-producing effect on the mu¬ 
cous membrane of the stomach «Refs. 1 
and 5). The use of aspirin with Indo¬ 
methacin is particularly hazardous since 
aspirin appears to have some inhibitory 
effect on the gastrointestinal absorption 
of Indomethacin. Aspirin decreases and 
delays the gastrointestinal absorption of 
indomethacin causing a decrease in the 
indomethacin scrum level and urinary 
excretion, and a rise in the fecal excre¬ 
tion of indomethacin <Ref. 6). The con¬ 
current use of the two drugs does not 
produce an additive therapeutic effect 
but may increase gastric ulceration. 

The Panel concludes that individuals 
taking antirheumatic agents for the 
treatment of arthritis should not seif- 
medlcate with salicylates. Because salic¬ 
ylates increase the potential for gastric 
ulceration and because aspirin has been 
shown to decrease and delay the gastro¬ 
intestinal absorption of a commonly 
used antirheumatic agent, e.g.. indomc- 
thacin. the Panel recommends that the 
general warning advise against the use 
of salicylates concurrently with pre¬ 
scription drugs used in the treatment of 
arthritis. 

<e) Other drug interactions of varying 
significance. The Panel has considered 
several other interactions between salic¬ 
ylates and prescription drugs which the 
Panel does not consider warrant inclu¬ 
sion cf a warning in the labeling of salic¬ 
ylates. The clinical significance of these 
interactions Is not sufficiently urgent, 
either because individuals taking these 
prescription drugs are under close medi¬ 
cal supervision, are not taking these 
drugs chronically or because there is lit¬ 
tle likelihood of toxicity. 

An example of an interaction with a 
prescription drug that is closely super¬ 
vised by a physician, is methotrexate. 
This drug is a highly potent and very 
toxic drug which is prescribed for in¬ 
dividuals with cancer or extensive psori¬ 
asis or psoriatic arthritis. Salicylates po¬ 
tentiate the therapeutic as well as the 
toxic effects of this drug (Ref. 5;. The 
Panel is cognizant of the severity of this 
interaction, particularly of its immuno¬ 
suppressive effect. However, because of 
the severe toxicity of methotrexate, phy¬ 
sicians always carefully control the pa¬ 
tient’s use of all other medications, 
thereby negating the need for a warning. 

Sulfonamides are antibacterials em¬ 
ployed primarily ir the treatment of uri¬ 
nary tract infections. It has been sug¬ 
gested that the increased antibacterial 
activity resulting from the interaction 
with salicylates is due to the ability of 
salicylates to decrease the serum protein 
binding of sulfonamides, thus increasing 
the amount of free drug (pharmacologi¬ 
cally active) «Ref. 6). Even though this 
interaction can be potentially serious, 
sulfonamides are usually used for treat¬ 
ment of active infections, not for chronic 
conditions, and thereby do not merit in¬ 
clusion in a warning. 
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An interaction which the Panel does 
not consider enough of a hazard to Justify 
inclusion in the warning concerns the 
concurrent use of salicylates with drugs 
that result in changing the pH of the 
urine. Some substances, such as ascorbic 
acid (vitamin CK increase the acidity of 
the urine. The acidification of the urine 
increases the renal tubular rcabsorption 
of salicylates, thus decreasing the excre¬ 
tion of the salicylates and increasing the 
salicylate level in the blood (Ref. 5). On 
the other hand, when substances, such 
as sodium bicarbonate, are taken, the 
urine becomes alkaline. Under alkaline 
conditions, the excretion rate of salicy¬ 
lates is increased, decreasing salicylate 
levels in the blood (Ref 3>. For salicy¬ 
lates to reach toxic levels in the blood 
when urine acidifters are taken concur¬ 
rently. high doses of salicylates would 
have to be Ingested. The Panel does not 
believe that this interaction is important 
since in the usual OTC use of salicylates, 
it is unlikely that an ascorbic acid salicy¬ 
late type of interaction would result in 
toxic salicylate levels in the blood. 

For patients with disease conditions 
that require prescription drugs but which 
do not require the constant or daily su¬ 
pervision of a physician, the Pane! rec¬ 
ommends that a warning on the labeling 
of OTC salicylates is necessary, to warn 
the patient against serious potential in¬ 
teraction with salicylates. The Panel has 
therefore concluded that the warning 
against the use of salicylates with drugs 
prescribed for specific kinds of disease 
conditions, i.e.. anticoagulants and drugs 
used in the treatment of gout* diabetes 
and arthritis, is adequate for the labeling 
of OTC salicylates. 
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<lx> Adverse effects resulting in iron 
deficient anemia . Occult blood loss is 
usually not clinically significant < Refs. 
1 and 2>. but prolonged use of aspirin 
can result in greater occult bleeding in 
some patients and cause a persistent, 
otherwise inexplicable, iron deficient 
anemia (Refs. 3 through 4). Tills has 


been observed in adults, particularly in 
some studies in rheumatoid arthritis 
<Ref. 5). At the same time It is known 
that anemia associated with some rheu¬ 
matoid diseases will improve when the 
disease is brought under control with 
therapeutic doses of aspirin. Aspirin has 
been recently re-emphasized as an im¬ 
portant consideration in the diagnosis 
of anemia in children (Ref. 6). 

Aspirin causes occult blood loss from 
the gastrointestinal tract. This has been 
discussed extensively elsewhere in this 
document. (See part III. paragraph 
B.l.a.<2> <iixc> above—Occult bleed¬ 
ing.) 

Stubbe (Ref. 1). in a study on the 
presence of occult blood in the feces due 
to aspirin ingestion, stated that: 

It bM been demonstrated that the loss of 
blood < produced by aapirin) may not always 
bo Ignored; this applies especially to the 
extent to which the patient is already anae¬ 
mic and In a bad state generally. The taking 
of aspirin over a long period is moet common 
In the case of persons suffering from rheu¬ 
matoid arthritis. Many such patients are 
anaemlr. a state of which has always been 
regarded as a consequence of the rheumatic 
process. Now that wc know that aspirin can 
cause bleeding, it may be asked whether this 
has not likewise often played a more or leas 
important part in bringing about anaemia. 

Holt <Ref. 2), ia a study in which gas¬ 
trointestinal blood loss was measured af¬ 
ter aspirin Ingestion, found that 69 per¬ 
cent of 35 subjects who were ingesting 40 
gr of aspirin (8 tablets daily) were losing 
blood and that 17 percent lost more than 
6 ml (an average of 20-fold over control 
values*. Ten of the 35 were "healthy" 
volunteers tested at the same doses, all 
10 bled with an average blood loss of 5.7 
ml dally. Fourteen out of the remaining 
25 subjects who bled had an average 
blood loss of 3.3 ml dally. These latter 
subjects were patients with negative his¬ 
tories of gastrointestinal bleeding. Tills 
difference was found not to be statisti¬ 
cally significant. Holt concluded that 
"This suggests that alimentary bleeding 
represents a very frequent side effect of 
aspirin therapy, and in some patients 
chronic ingestion of salicylates may be 
accompanied by sufficient blood loss to 
induce iron deficiency over a prolonged 
period." 

The first report directly linking the 
consumption of aspirin with anemia ap¬ 
peared in 1958 <Ref. 3*. The authors de¬ 
scribed two cases of patients with severe 
anemia due to the ingestion of salicy¬ 
lates. The first, a 39-year-old man, com¬ 
plained of fatigue and exertional dysp- 
nci. For 7 years he had suffered from 
migraine headaches and had taken on 
average of 8 to 10 tablets of aspirin 
weekly. His hemoglobin was 8 4 g/100 
ml and there were hematological fea¬ 
tures of iron deficiency. A history failed 
to reveal the cause of the anemia, and 
after responding to intravenous' iron 
therapy he was discharged to the outpa¬ 
tient department where he was followed 
with oral iron treatment. Six months 
Inter he was readmitted to the hospital 
with severe anemia (hemoglobin 4.2 
g/100 ml*. He again responded favorably 
to intravenous Iron therapy and then 


continued iron injections as an outpa¬ 
tient. 

The clinical and hematological find¬ 
ings were compatible with iron deficiency 
anemia due to chronic hemorrhage. Oc¬ 
cult blood tests in the stools were nega¬ 
tive while the patient was hospitalized. 
It was difficult to diagnose the reason 
for the anemia. 

Then, on two occasions aspirin (10 
gr) was administered three times daily 
and the occult blood tests showed strong¬ 
ly positive results. Confirmation of the 
relationship between salicylate consump¬ 
tion and the anemia was obtained when 
the patient was advised to discontinue 
the intake of aspirin. Iron therapy could 
soon be discontinued and at the time 
of publication there was no recurrence 
of the anemia. 

The other case described in this re¬ 
port was that of a 29-year-old woman 
who was admitted to the hospital for 
the treatment of anemia. She also com¬ 
plained from fatigue and exertional 
dyspnea, as well as epigastric pain and 
"acid-regurgitation" She had had severe 
headaches for a year for which she took 
up to "30 salicylate tablets" weekly. Her 
history also included a complication of 
hemorrhage during her "fourth con¬ 
finement" (fourth child delivery) for 
which she had received a blood trans¬ 
fusion and iron tablets. Examination re¬ 
vealed severe anemia (hemoglobin of 5.6 
g/100 ml* apparently due to iron de¬ 
ficiency. She responded well to oral iron 
therapy. After leaving the hospital she 
regularly attended the outpatient clinic 
The anemia recurred and required con¬ 
tinuous iron therapy which had to be 
supplemented on two occasions with In¬ 
travenous iron. She had a dilatation and 
curetage and then a total hysterectomy 
She stUl remained anemic and did not 
respond to a 6-month course of oral 
iron. Her anemia worsened to 4.2 g of 
hemoglobin per 100 ml and she was 
again hospitalized. Her serial stool occult 
blood tests were negative. The diagnosis 
for the cause of the anemia in this case 
was again very difficult. The patient was 
experimentally administered 10 gr 
aspirin four times daily which was fol¬ 
lowed by strong occult blood reactions 
in the stools. 

This patient again was advised against 
salicylate ingestion and an alternative 
analgesic was suggested. The patient 
started to take salicylates after having 
recovered from the anemia and again 
her hemoglobin decreased from 14 6 to 
11.2 g/100 ml. Eventually, after repeated 
exhortations the patient stopped taking 
salicylates and recovered. This latter 
case has been described in what may 
seem excessive detail; however, the pur¬ 
pose is to illustrate that in this case, 
because of the failure to obtain an early 
correct diagnosis, this woman had to 
undergo not only anemia of long time 
duration but dilatation and curetage and 
eventually even hysterectomy at the age 
of 29 years. 

Stubbe has described 16 cases of severe 
Iron deficiency anemia due to blood loss 
associated with aspirin ingestion <Ref 
4). Stubbe comments: 


FEDERAL REGISTER. VOL 42, NO 131—FRIDAY, JULY 8, 1977 






PROPOSED RULES 


35411 


In every patient the une of aspirin. even 
If not the sole cau*e. played an Important 
role in the development of the condition. 
There were no indications of peptic ulcer. 
profUM* menses or haemorrhagic diathesis in 
any of these patients. It appears that the 
u»c* of aspirin certainly does not need to be 
extravagant to play a predominant role. 
Thr main feature of these 10 patients, all 
of whom developed strongly positive ben- 
ridtne reactions after the adminiatratlon of 
aspirin, were: 

iIf reason for taking aspirtn: rheumatic 
complaints. 4; headache. 12 <patient*); 

Hit daily dose of aspirin 0.5-3 g in 15 

(patients); 

i til) Age less than 25 years In 0: 

ilv) Sex: 15 females 

(vi Hemoglobin less than 9.0 g/100 ml 

in 15 

He then commented on the difficulties 
of diagnostic tills type of anemia: "As a 
rule aspirin Is no longer given after ad¬ 
mission. and so the role of this drug will 
often be masked and will therefore not 
be found unless one Is conscious of this 
process,” 

All the patients reported by Stubbe had 
ako a low serum iron and a high iron 
binding capacity. 

Menguy in a review of the clinical, 
pathological and pathogenetic aspects of 
gastric mucosal injury induced by aspirin 
described two other cases of aspirin-in¬ 
duced anemia <Rof. 5). The first case 
was that of a 60-year-old retired phar¬ 
macist with severe iron deficiency ane¬ 
mia His hematocrit had never risen over 
30 jiercent except immediately after each 
o! the many transfusions he had received. 
When the attending physician, to whom 
the patient had been referred, inquired 
about aspirin ingestion, which had never 
bc^ri explored before, the patient con¬ 
fided he had been taking 2 g aspirin daily 
over the past 2 to 3 years. Initially, he 
had taken them for headaches, then It 
became a "habit/’ Tests for fecal blood 
were carried out using Cr-tagged red 
blood cells during and after the adminis¬ 
tration of 2 g aspirin dally. After the re¬ 
sults of the tests were disclosed to the 
patient he stopped taking salicylates, and 
without any transfusion his hematocrit 
rose from 19 percent upon admission to 
2:» percent 2 weeks later a month later 
it was 34 percent and 3 months later It 
*as normal. 

The second case described in this re¬ 
port was that o£ a 40-year-old woman 
who was admitted with severe anemia 
after an episode of melena. 

The patient later admitted taking an 
a^irln-contatnlng preparation <an aver- 
of 100 tablets weekly > over the pre¬ 
vious c months. This one is the only case 
ip the literature reviewed where the 
anemia was due to excessive doses of an 
^pirin-containing analgesic prepara¬ 
tion. 

More recently five cases of aspirin- 
induced anemia have been reported to 
°mir in children <Rcf. 6>. The first case 
Ua * that of a 3-year-old child who had 
received 150 mg aspirin nightly us a 
sedative". His hemoglobin was 5.2 g/100 
ml a nd his blood showed an iron defl- 
ciency anemia pattern. After he stopped 
Wkmg aspirin, the anemia did not recur. 


The second case Involved another 3-year- 
old child with a hemoglobin of 4.3 g/100 
ml and his blood again showed an iron 
deficiency anemia pattern. The results 
of occult blood tests in the stool were 
positive on the first 3 days after admis¬ 
sion. From repeated history-taking, it 
was found that the boy had been taking 
two to three 300 mg aspirin tablets daily 
for many months as a "sedative”. The 
third case was that of a 14-year-old boy 
with a hemoglobin of 5.8 g/100 ml and 
the blood film was classical of iron defi¬ 
ciency anemia. The occult blood tests 
were positive for the first 5 days after 
admission. After repeated questioning 
the boy disclosed that he had been taking 
600 mg aspirin dally and often 600 mg at 
night for 6 months "to relieve mild tooth 
aches, headaches and sleeplessness.” 

Case 4 involved a 12-year-old girl with 
a hemoglobin of 7.1 g/100 ml and again 
the blood film showed iron deficiency 
anemia. She eventually admitted having 
taken 600-1.200 mg aspirin daily for 4 
months before admission to the hospital. 

Case 5 was a 8-month-old Infant who 
had a hemoglobin of 7.4 g/100 ml and 
the blood film showed Iron deficiency 
anemia. Stool occult blood tests gave 
positive results. On closer questioning 
the parents admitted that the baby had 
received 2 "Junior" 150 mg aspirin daily 
for the previous 6 to 8 weeks for febrile 
episodes, teething and as a "sedative". 
Aspirin was stopped, the anemia re¬ 
sponded to iron therapy and the baby 
remained well thereafter. 

The similar pattern in all five chil¬ 
dren and the complete recovery when 
aspirin ingestion was stopped suggests 
strongly that the aspirin ingestion caused 
the anemia. 

All of the coses in this review of the 
literature suggest that caution should 
be exerted during aspirin therapy and 
that when pallor, fatigue and easy ex¬ 
ertion are the symptoms the possibility 
of aspirin-induced anemia should be in¬ 
vestigated. 
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*3) Dosage . »i> For products contain - 
ing 32 5 mg *5 on per dosage unit. <cn 
Standard schedule. Adult oral dosage is 
325 mg <5 gr) to 650 mg <10 gr> every 4 
hours while symptoms persist not to ex¬ 
ceed 3.900 mg <60 gr) in 24 hours for not 


more than 10 days. Children 11 to uqder 
12 years oral dosage is 487.5 mg (7.5 gr) 
every 4 hours while symptoms persist not 
to exceed 2.437.5 mg (37.5 gr> in 24 hours 
for not more than 5 days. Children 9 to 
under 11 years oral dosage is 406,3 mg 
(6.25 gr) every 4 hours while symptoms 
persist not to exceed 2.031.5 mg <31.25 
gr) In 24 hours for not more than 5 days. 
Children 6 to under 9 years oral dosage is 
325 mg <5 gr» every 4 hours while symp¬ 
toms persist not to exceed 1.625 mg (25 
gr) In 24 hours for not more than 5 days. 
Children 4 to under 6 years oral dosage 
Is 243.8 mg (3.75 gr) every 4 hours while 
symptoms persist not to exceed 1,219 mg 
<18.75 gr) in 24 hours for not more than 
5 days. Children 2 to under 4 years oral 
dosage is 162.5 mg <2.5 gri every 4 hours 
while symptoms persist not to exceed 
812.5 mg <12.5 gr> in 24 hours for not 
more than 5 days. For children under 2 
years, there is no recommended dosage 
except under the advice and supervision 
of a physician. 

<b> Nonstandard schedule . Adult oral 
dosage is 325 mg <5 gr) to 975 mg (15 gr) 
initially, followed by 650 mg <10 gr) 
every 4 hours while symptoms persist not 
to exceed 3.900 mg <60 gr) in 24 hours 
for not more than 10 days. For children 
under 12 years, there Is no recom¬ 
mended dosage except under the advice 
and supervision of a physician. 

<U) For products containing 80 mg 
H23 gr) per dosage unit. Children 11 to 
under 12 years oral dosage is 480 mg 
<7.38 gri every 4 hours while symptoms 
persist not to exceed 2.400 mg <36.9 gr) 
in 24 hours for not more than 5 days. 
Children 9 to under 11 years oral dosage 
is 400 mg <6.15 gr) every 4 hours while 
symptoms persist not to exceed 2,000 mg 
<30.75 gr) In 24 hours for not more than 
5 days. Children 6 to under 9 years oral 
dosage Is 320 mg <4 92 gn every 4 hours 
while symptoms persist not to exceed 
1,600 mg <24 6 gr) In 24 hours for not 
more than 5 days. Children 4 to under 6 
years oral dosage Is 240 rag <3.69 gr) 
every 4 hours while symptoms persist not 
to exceed 1.200 mg < 18.45 gr> in 24 hours 
for not more than 5 days. Children 2 to 
under 4 years oral dosage is 160 mg <2.46 
gri every 4 hours while symptoms persist 
not to exceed 800 mg < 12.3 gr » in 24 hours 
for not more than 5 days. For children 
under 2 years, there is no recommended 
dosage except under the advice and 
supervision of a physician 

< lit» For products containing more 
than 32$ mg <5 gn but not more than 
421 mg *6.48 gn per dosage unit. Adult 
oral dosage is more than 325 mg <5 gr) 
but not more than 842 mg <12 96 gr) 
initially, followed by more than 325 mg 
<5 gr) but not more than 421 mg <6.48 
gr» every 3 hours while symptoms persist 
not to exceed 3,789 mg *58.32 gri in 24 
hours for not more than 10 days. For 
children under 12 years, there is no rec¬ 
ommended desnge except under the 
advice and supervision of a physician. 

<iv* For products containing more 
than 42J mg i6.48 gn but not more than 
485 mg 1 7 46 gn per dosage unit. Adult 
oral dosage is more than 421 mg <6 48 
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gr) but not more than 970 tor < 14.92 gr> 
Initially, followed by more than 421 mg 
(6.48 gr) but not more than 485 mg (7.46 
gr) every 4 hours or 842 mg • 12.86 gr) 
but not more than 970 mg <14,92 gr) 
every 6 hours while symptoms persist not 
to exceed 3.880 mg <59.68 gr * In 24 hours 
for not more than 10 days. For children 
under 12 years, there Is no recommended 
dosage except under the advice and 
supervision of a physician. 

ivj For products containing more than 
485 mg <7.46 gr) but not more than 500 
mg (7.69 gn per dosage unit . Adult oral 
dosage is more than 485 mg <7.46 gr) but 
not more than 1,000 mg <15.38 gr) ini¬ 
tially. followed by more than 485 mg 
<7.46 gr» but not more than 500 mg <7.69 
gr) every 3 hours or 970 mg <14.92 gr) 
but not more than 1.000 mg <15.38 gn 
every 6 hours while symptoms persist 
not to exceed 4.000 mg <61.52 gr) In 24 
hours for not more than 10 days. For 
children under 12 years, there is no rec¬ 
ommended dosage except under the 
advice and supervision of a physician. 

<vi) For products containing more 
than 500 mg <7.69 gr) but not more than 
650 mg (JO gr) per dosage unit. Adult 
oral dosage is more than 500 mg <7.69 
gr) but not more than 650 mg <10 gr) 
every 4 hours while symptoms i>ersist not 
to exceed 3.900 mg <60 gr> In 24 hours for 
not more than 10 days For children un¬ 
der 12 years, there is no recommended 
dosage except under the advice and 
supervision of a physician 

<4> Labeling. The Panel recommends 
the Category I labeling for analgesic 
active ingredients. <8ee part 111. para¬ 
graph B l. below—Category I Labeling.) 
In addition, the Panel recommends the 
following specific labeling: <i> Warnings . 
<a> “This product contains aspirin. Do 
not take this product if you arc allergic 
to aspirin or if you have asthma except 
under the advice and supervision of a 
physician”. 

<b) “Do not take this product during 
the last 3 months of pregnancy except 
under the advice and supervision of a 
physician”. 

<c) For oral product formulations to 
be chewed before swallowing: “Do not 
take this product for at least 7 days 
after tonsillectomy or oral surgery ex* 
cept under the advice and supervision of 
a physician”. 

<ii) Standard aspirin dosage unit. In 
the previous discussion on “standard 
strength” dosage forms, the Panel made 
clear the need to indicate both the quan¬ 
tity of aspirin per tablet, teaspoon or 
other dosage unit as well ns the quantity 
by which a particular product containing 
aspirin differs per dosage unit from the 
established standard of 325 mg <5 gr) 
aspirin per dosage unit. <6ee part n. 
paragraph E, Above—Standard Dosage 
Unit and Analgesic Equivalence Value.) 

The Panel recommends that all prod¬ 
ucts containing aspirin be clearly labeled 
as containing aspirin on the principal 
display panel. In addition, labeling shall 
state in metric units and secondarily in 
apothecary units the quantity of aspirin 
per dosage unit. As previously suited, 
such labeling will not only benefit all 


consumers but will alert those individ¬ 
uals having sensitivity to aspirin. 

(a ) Products containing the standard 
aspirin dosage unit. The Panel recom¬ 
mends that products containing only 325 
mg <5 gr) aspirin per dosage unit be 
clearly labeled on the principal display 
panel: “Contains the standard strength 
of 325 mg <5 gr) aspirin per dosage unit". 
The term “dosage unit” may be replaced 
by the applicable dosage form such as 
tablet or capsule. 

<b) Products containing aspirin in an 
amount different than the standard as¬ 
pirin dosage unit. While the Panel rec¬ 
ommends that products contain only 325 
mg <5 gr) aspirin per dosage unit, if the 
Food and Drug Administration is unable 
to^implcment tills recommendation, the 
Panel recommends that products con¬ 
taining an amount of aspirin other than 
325 mg <5 gr) aspirin per dosage unit be 
clearly labeled on the principal display 
panel: “Contains nonstandard strength 
of X mg • X gr) aspirin per dosage unit 
compared to the established standard of 
325 mg <5 gr) aspirin per dosage unit”. 
The actual amount “X“ of aspirin for 
the specific product shall be used. The 
term “dosage unit” may be replaced by 
the applicable dosage form such as tablet 
or capsule. 

b. Acetaminophen. The Panel con¬ 
cludes that acetaminophen is a safe and 
effective OTC analgesic W’hen taken in 
the recommended dosage of 325 to 650 
mg every 4 hours while symptoms per¬ 
sist not to exceed 4.000 mg in 24 hours 
for not more than 10 days. 

<1> Effectiveness . This drug belongs 
to a group of drugs which were intro¬ 
duced into therapeutic use before the 
era of well-controlled clinical trials. 
Acetaminophen <N-acetyl-p-aminophe- 
nol) was first used by von Mcrlng in 
1893 <Rcf. 1). Vet, as Beaver has ob¬ 
served. there have been a number of suit¬ 
ably controlled studies of its analgesic 
effect in man in the past few decades as 
noted below. 

While acetanilid and phenacetin have 
been used extensively since the time of 
their introduction, acetaminophen was 
used very little until Brodie and Axelrod 
demonstrated that in man. both ace- 
tan Hid and phenacetin are converted 
into acetaminophen and proposed that 
acetaminophen may be the “active” me¬ 
tabolite through which both precursors 
exerted their pain relieving and fever 
reducing effects (Refs. 2. 3. and 4>. 

Flinn and Brodie in 1948 evaluated 
the effect of 325 mg of acetaminophen 
in 12 normal healthy females subjected 
to experimental pain by means of heat 
radiation. They found that within 30 
minutes following administration the 
pain threshold rose significantly. The 
analgesic activity was maximal at ap¬ 
proximately 2.5 hours and was ter¬ 
minated at about 4 hours after adminis¬ 
tration. They also showed that the 
analgesic effect obtained with acetamin¬ 
ophen was significantly superior to that 
of placebo <Rcf. 5>. 

Zelveldcr administered repeated doses 
of 500 mg acetaminophen. 500 mg aspirin 
and placebo in a crossover study in 


patients with chronic pain of different 
causes and found both analgesics su¬ 
perior to placebo <Ref. 6). 

Batterman and Grossman evaluated 
the analgesic activity of acetaminophen 
in 234 patients w ilh musculoskeletal pain 
using doses of 300 or 600 mg 4 times 
daily for up to 25 weeks. They concluded 
that with the exception of inflammatory 
pathological situations acetaminophen 
was superior to aspirin for the treat¬ 
ment of musculoskeletal pain <Ref. 7). 

In a double-blind study Wallenstein 
and Houde compared aspirin, acetamin¬ 
ophen and s&licylamlde, all at a dose o! 
600 mg. against placebo in a population 
of hospitalized cancer patients. The 
time-effect curves w*ere similar for ace¬ 
taminophen and aspirin and both were 
greater in peak effect and in duration 
than those for sallcylamide and placebo 
(Ref. 8). 

Lasagna. Davis and Pearson (Ref. 9) 
carried out a double-blind study in 373 
patients who had just undergone child¬ 
birth. Acetaminophen, phenacetin and 
aspirin, 600 mg of each, were compered 
against placebo. They concluded that 
“In agreement with the findings of other 
workers, our data show that acet¬ 
aminophen is. in commonly recom¬ 
mended doses, an effective analgesic 
which can be satisfactorily substituted 
for acetylsalicyclic acid." 

Kan tor et al. compared aspirin at 
two dose levels, 600 and 1,200 mg. acet¬ 
aminophen at 600 mg. and placebo in 
patients who had just undergone child¬ 
birth and found the three drug treat¬ 
ments were all significantly superior to 
placebo but not significantly different 
from each other (Refs. 10 and 11). 

Parkhouse and Hallinon (Ref. 12) in 
a double-blind study in po6t-operutivc 
orthopedic patients, in which a nurse- 
observer and the patient assessed the 
pain, found that both 600 mg aspirin 
and 1 g acetaminophen were easily dis¬ 
tinguishable from placebo. 

In the study of Moertel. Ahmann. Tay¬ 
lor and Schwartau (Ref. 13) acetami¬ 
nophen rated fourth after aspirin, me- 
fenamic acid and phenacetin in the pa¬ 
tients* ratings which were from 1 to 10 
and it rated third in a mean percentage 
relief of pain. They concluded that acet¬ 
aminophen or phenacetin would be a 
reasonable alternative in case of aspinn 
intolerance. 

In AM A Drug Evaluations <Ref. 14*. 
acetaminophen effectiveness is described 
as follows: “The analgesic and anti¬ 
pyretic efficacy of phenacetin and acet¬ 
aminophen Is equal to that of aspirin: 
however, unlike aspirin, these two anal¬ 
gesics do not have Anti-mflammatoiv or 
uricosuric effects and thus are not as 
useful in the treatment of rheumatic 
diseases." 

The Panel reviewed unpublished well* 
controlled double-blind studies where 
acetaminophen was studied in patients 
with headache <Refs. 15 and 16*. Acet¬ 
aminophen 650 mg. was si low n to be ef¬ 
fective in the treatment of headin'he. 
Additionally, in another double-blind 
crossover study of patients with migraine 
headache <Ref 17) patients received *a) 
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a combination of 65 mg Isometheptene. 
325 mg acetaminophen and 100 mg di- 
cl loralphenazone. <b) 325 mg acet¬ 
aminophen and <c> placebo. Only the 
combination showed to be superior to 
placebo in thLs type of headache. 

In another study, not controlled, a 
combination of acetaminophen and Vi¬ 
tamin C was studied in 45 patients with 
pain of different etiology (Ref. 18). The 
doses used were four to six tablets (con¬ 
taining 330 mg acetaminophen) per 24 
hours. Nine of these patients had head¬ 
ache. and positive, favorable results were 
obtained in all of them. Pour of these pa¬ 
tients had pain described as neuralgia 
and all four obtained relief using this 
dose. 

In another uncontrolled study by Per¬ 
rin <Ref. 19) acetaminophen in combi¬ 
nation with Vitamin C (doses not given) 
was evaluated in 1.000 patients with pain 
oi different etiology. Of these. 96 patients 
were admitted into the study for head¬ 
ache. The results are mostly analyzed 
in global form for all patients Included. 
However, the following statement is 
made: “patients with headache reacted 
well and were alleviated rapidly.Un¬ 
fortunately. the doses and dosage regi¬ 
men are not specified for these patients. 
An additional 66 patients In the study 
are identified as having “neuralgias and 
neuritis*' but the response of this group 
of patients is not stated. 

In another single-blind study (Ref. 
20>. 500 mg acetaminophen was com¬ 
pared with a combination of 300 mg 
acetaminophen. 5 mg hydroxyzine. 30 mg 
proj>oxyphene hydrochloride and 30 mg 
caffeine. One to two tablets of each 
preparation were given to patients suf¬ 
fering from tension headache. The re¬ 
sults showed that 45 percent success was 
obtained with acetaminophen alone and 
90 percent with the combination. This 
superiority was attributed to the “po¬ 
tentiation of the analgesic agents by 
hydroxyzine.'* 

The Panel concludes that acetamino¬ 
phen is effective in relieving the pain of 
headache, and that it is a general anal¬ 
gesic of proven efficacy as shown by 
clinical testing. Thus, acetaminophen is 
c onsidered to be equivalent to aspirin In 
its analgesic effects, although the lack 
of anti-inflammatory action might make 
it less useful in conditions having an 
Inflammatory component <Ref. 21). 

<2> Safety. Numerous clinical studies 
have shown that acetaminophen, when 
taken in recommended doses. Is relative¬ 
ly free of adverse effects in most age 
groups, even in the presence of a variety 
of disease states. There was no increase 
in fecal blood loss (Ref. 22), There were 
no stomach mucous membrane reactions 
in patients with gastrointestinal illnesses 
Hof 23) There was no interference 
ttHh the action of drugs which promote 
uric acid excretion in the urine (Ref. 24). 
No effects on clotting were seen in hemo¬ 
philiacs (Ref. 25). However, several stud¬ 
ies have shown small increases in blood 
clotting time in patients using acetami¬ 
nophen. but concurrent anticoagulant 
therapy was considered manageable with 
conventional precautions (Ref. 26 >. 


Larger than normal doses were required 
to produce a mild methemoglobinemia (a 
reversible blood disorder) (Ref. 27). The 
safety of acetaminophen Is discussed in 
detail below. The metabolism of acet¬ 
aminophen was considered and has been 
reviewed by the Panel elsewhere in this 
document. (See part n. paragraph L. 
above—Absorption, Distribution. Bio- 
transformation (Metabolism) and Ex¬ 
cretion of Acetaminophen.) 

A few cases of hypersensitivity to acet¬ 
aminophen have been reported, as mani¬ 
fested by skin rashes (Ref. 28). thrombo¬ 
cytopenic purpura (characterized by 
“black and blue" patches on skin and 
mucous membranes) (Ref. 29). rarely 
hemolytic anemia (anemia due to red 
blood cell destruction) and the very 
serious blood disorder agranulocytosis 
(Ref. 30). Occasional individuals respond 
to ordinary doses with nausea and vomit¬ 
ing or diarrhea. 

The only contraindications to the use 
of acetaminophen presently well-estab¬ 
lished are known hypersensitivities to 
the drug. Definitive studies are not avail¬ 
able on whether or not acetaminophen 
should be used in patients with certain 
preexisting liver diseases. The Panel 
concludes that increased risk may be a 
possibility in these individuals and rec¬ 
ommends that high priority be given to 
well-designed studies to resolve this is¬ 
sue 

(!) Animal toxicity. With regard to the 
acute toxicity of acetaminophen, the 
large doses of acetaminophen required 
to evoke toxic reactions in the studies 
cited below are considered by the Panel 
to reflect a wide range of safety. This is 
especially true when those dosages are 
compared to the Panel’s recommended 
single dose and dally intake. 

The single-dose oral LD„ (dose that 
kills 50 percent of the animals) of acet¬ 
aminophen in male rats was reported to 
be 3.710 mg kg (Ref. 31). as compared 
to the previously reported LD.. of 1,650 
mg kg for phenacetln in the female rat 
(Ref. 32). The LD. of acetaminophen in 
the rat Is about 300 to 400 times the usual 
ringle dose in 50 to 70 kg <110 to 150 lb) 
adult humans. 

In an acute toxicity study by Boyd and 
Bereczky <Ref. 31). acetaminophen pro¬ 
duced earlv pathologic effects in the rats 
similar to those seen in the same labora¬ 
tory in an earlier study (Ref. 32) with 
phenacctin. Rats dying in 24 hours 
showed extensive capillary-venous con¬ 
gestion. tubular nephritis and centrilob- 
ular hepatitis (kidney ond liver inflam¬ 
matory conditions, rcspeclively). When 
deaths occurred later with acetamino¬ 
phen the hepatitis had progressed into 
hepatic necrosis. 

A i00-day LD. of acetaminophen In 
the rat was found to be 770 mg/kg dally: 
the 100-dav LD. was estimated to be 400 
mg'kg daily (Ref. 33) Extrapolating to 
humans ranging In weight from 50 to 70 
kg * 110 to 150 lb) the latter dose repre¬ 
sents about 5 to 7 times the usual maxi¬ 
mum recommended daily dose of 3,900 
mg. 

Boyd further found that his 100-day 
LD. in the rat produced atrophy of the 


testes and inhibition of the production of 
sperm in rats and guinea pigs as well 
(Ref. 34). The sex organs of females were 
affected to a lesser degree. Other effects 
noted by Boyd and Hogan (Ref. 33), in 
rats receiving the 100-day LD* dose, in¬ 
cluded kidney and liver damage. 

<ii> Acute toxicity in man . Several re¬ 
cent reports have also described numer¬ 
ous cases of poisoning in man by large 
single doses of acetaminophen, appar¬ 
ently usually taken for suicidal purposes. 
Prescott, Roscoe. Wright and Brown 
(Ref. 35) observed liver damage in 17 of 
30 patients who had taken at least 15 g; 
one went into a coma induced by liver 
degeneration and died. In this report, no 
estimate was given of the lowest dose 
thought to have caused liver damage. 
Clark et al. (Ref. 36) studied a series of 
60 patients who took doses of acetamino¬ 
phen claimed to range from 13 to 100 g. 
Forty-nine developed liver damage. 17 
progressed to hepatic encephalopathy 
(brain damage), and 12 died from fulmi¬ 
nant liver failure. Death occurred In 4 to 
18 days after the ingestion of the drug. 
Proudfoot and Wright (Ref. 37> studied 
41 cases of acute acetaminophen poison¬ 
ing. 17 of which showed liver damage. 
One patient died, 3 developed jaundice 
and the others showed only biochemical 
evidence of liver dysfunction. These 
authors stated that “liver damage is a 
toxic effect which is present in most 
patients who ingest more than 15 g of 
paracetamol’* (acetaminophen). In all 
these series it was noted that other drugs 
were, or may have been, also taken. 

In the U.S. in 1972. 61 cases of aceta¬ 
minophen overdosage were reported to 
the National Clearinghouse for Poison 
Control Centers. Food and Drug Admin¬ 
istration <Ref. 38». Of these. 15 reported 
the ingestion of less than 3.5 g. 23 be¬ 
tween 3.5 and 15 g. and 7 ingested more 
than 15 g. Two of the latter developed 
toxic hepatitis. No effects of this nature 
were reported from doses lower than 15 
g. In 1971 there were only 3 cases re¬ 
ported in which more than 15 g were 
ingested. One of these had no symptoms, 
another experienced some lethargy, and 
the other experienced nausea, vomiting 
and abdominal pain. The Panel con¬ 
cludes that single doses less than 15 g 
are not usually associated with serious 
liver damage. The much lower incidence 
of reported acetaminophen hepatotoxic- 
Ity in the U.S.A compared to England 
has been attributed to the well known 
axiom. If the diagnosis is not suspected, 
it is not seen, since one investigator re¬ 
ported 156 cases with 4 fatalities in one 
cltvalone (Ref. 39). 

A dose of 15 g is 23 limes the usual 
recommended single dosage of aceta¬ 
minophen <650 mg) and about 4 times 
the maximum recommended daily in¬ 
take. In estimating the range of safety, 
the single dosage comparison is prob¬ 
ably more appropriate than the compari¬ 
son of the single toxic dose with the 
daily divided therapeutic dose. The toxic 
effect of acetaminophen on the liver is 
related to glutathione depletion (Ref. 
40>. 
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Since acetaminophen is metabolized by 
the liver the question of the safety of 
its use in the presence of liver disease 
should be considered. 

In a study of 72 patients with various 
forms of liver disease given 10 mg/kg of 
acetaminophen. Fevery and de Grootc 
<Ref. 41) found an increase In both the 
serum levels and urinary excretion of 
unconjugated ' acetaminophen in the 
presence of certain liver diseases < paren¬ 
chymal disease with hyperbilirubinemia 
or obstructive jaundice). Patients with 
cirrhosis exhibited plasma levels 2 to 
3 times higher than those observed in 
subjects with no liver damage indicating 
decreased rates of metabolism. No de¬ 
crease in the blood levels of conjugated 
acetaminophen or total urinary excre¬ 
tion of the drug could be demonstrated 
Indicating that these two types of ob¬ 
servations would not be expected to show 
differences in metabolism of free drug 
as would be expected from the pharma¬ 
cokinetic characteristics of this drug. 
Vest and Fritz 'Ref. 42) observed a 
lowered ability of the liver to conjugate 
acetaminophen in six children with in¬ 
fectious hepatitis given 10 or 20 mg /kg 
of the drug intravenously. In the acute 
phase of the hepatitis the excretion of 
conjugated acetaminophen was de¬ 
creased. However, urinary excretion of 
free drug or excretion of fcotal conjugated 
acetaminophen is an insensitive method 
to observe changes in metabolism of 
acetaminophen. Direct comparison of 
blood levels of unchanged drug indicates 
that the relative rate of conjugation can 
be decreased significantly without sig¬ 
nificant differences in urinary excretion 
of tdtnl conjugates. Free acetaminophen 
disappeared more slowly from the blood. 
The effects on excretion and blood levels 
of the conjugates and free acetamino¬ 
phen reflected a partial inhibition of the 
conjugation of the drug to its glucuro- 
nide and the sulfate resulting in a mod¬ 
erate delay in the total elimination of 
the drug from the body. In 33 patients 
with liver cirrhosis. Jirsa and Hykos 
<Ref. 43) found no effect on the excre¬ 
tion of conjugated acetaminophen but 
did find a significant decrease in dia¬ 
betics. Schmid and Hammaker (Ref. 
44 > observed no significant reduction in 
the formation of conjugated acetamino¬ 
phen in five patients with Gilbert's dis¬ 
ease (congenital liver disorder) after the 
administration of 30 mg/kg of aceta¬ 
minophen but did not study blood levels 
of unchanged drug In studies on infants 
prior to the development of their ability 
to metabolize this drug, no significant 
hematologic or other toxic effect were 
produced by single oral doses of aceta¬ 
minophen up to 10.6 nig kg *Ref. 45). 
or by 100 mg 3 times daily rectaily for 
3 days »Ref. 46». 

There have been no clinical studies of 
the effect of liver disorders on metabolic 
pathways other than the glucuronidc and 
sulfute conjugation pathways through 
which acetaminophen may be metabo¬ 
lized. In this connection Mitchell et ul. 
(Ref. 40) have postulated that a minor 
but as yet unidentified highly reactive 
metabolite formed by nouconjugating 


enzymes (mixed oxidase* Is responsible 
for the liver toxicity of acetaminophen. 
In normal subjects the concentration of 
this metabolite is low, and it Is further 
conjugated with glutathione to a non¬ 
toxic metabolite. At high doses gluta¬ 
thione stores may be overwhelmed and 
the reactive metabolite reacts chemically 
with other compounds in the cell which 
results in necrosis. It is pertinent to know 
whether liver disease might affect the 
liver toxicity of acetaminophen by inter¬ 
fering with the production of this toxic 
metabolite by nonconjugating path¬ 
ways and further conjugation with 
cysteinq to a nontoxic substance. 

There is evidence in the results of the 
above studies that in some forms of liver 
disease there Is a decrease in the con¬ 
jugation of acetaminophen. This effect 
significantly increases the half-life of 
acetaminophen to 3 to 4 hours In some 
cases. It is perhaps significant that in 
toxic reactions to overdoses of aceta¬ 
minophen the half-life is usually in¬ 
creased to 4 hours (Ref. 35). 

Decreased metabolism of acetamino¬ 
phen by normal conjugation mechanisms 
(glucuronide and sulfate) observed in 
some patients with chronic liver disease, 
could potentially increase toxicity of ac¬ 
etaminophen by increasing the relative 
fraction metabolized through noncon- 
Jueating pathways to the toxic metabo¬ 
lite. Decreased conjugation could also in¬ 
dicate decreased capacity of the liver 
to further conjugate the toxic metabo¬ 
lites with gluthathlonfc to a less toxic 
conjugate. 

An alternative explanation for the in¬ 
creased susceptibility of chronic alco¬ 
holics to the hepatotoxicity of acetamin¬ 
ophen (Ref. 47) is the induction of the 
microsomal enzyme systems (noncon- 
Jugating) by chronic use of alcohol (Ref. 
48). However, recent evidence suggests 
that the overall elimination by conjuga¬ 
tion is decreased in alcoholics similar to 
that observed in other cases of decreased 
liver function. 

Sham ./ad et al. found that preexisting 
liver disease significantly decreases the 
rate of elimination of drug (as evidenced 
by the Increased half-life of unchanged 
drug in the plasma in patients with 
cirrhosis (half-life 3 5±1.3 hours) and 
active alcoholic hepatitis (4.5±1.5 hours) 
compared to chronic alcoholics with nor¬ 
mal liver function <2 2:1.039 hours) and 
chronic alcoholics off alcohol for 7 days 
<2 8.1:0.7 hours)) (Ref. 49). 

Thus several types of liver disease re¬ 
sult in prolonged half-lives of unchanged 
drug which are about the same increase 
(about 4 hours) observed in patients who 
suffer liver damage after acetaminophen 
overdosage. 

One cannot conclude that because an 
increased acetaminophen half-life oc¬ 
curs in association with acute liver dam¬ 
age caused by acetaminophen, that in¬ 
creased acetaminophen half-life caused 
by preexisting liver disease will increase 
the potential or severity of acetami¬ 
nophen hepatoxicity. Well designed stud¬ 
ies to answer this question are needed 
Although the Panel docs not have evi¬ 
dence to warrant a warning to persons 


with liver disorders at tills time, it is 
noted that there is no evidence to ex¬ 
clude this possibility and the considera¬ 
tions discussed above require that this 
possibility not be dismissed. 

Although the Panel concludes that ad¬ 
ditional studies are needed to determine 
if a warning is required for normal doses 
In adults or infants with liver disease, 
overdose may result in such severe liver 
damage that a label warning regarding 
this effect is obligatory. The basis for 
such a warning is well documented in 
several recent reviews of the hazards of 
acetaminophen overdosage, especially 
with respect to the harmful effects on 
the liver (Refs. 39. 48. and 50 through 

52) . 

Tiie warning should state: **Do not 
exceed recommended dosage because 
severe liver damage may occur**. 

Kidney damage has been described Ui 
numerous cases in which the liver Injury 
has been of primary concern in acute 
poisoning by acetaminophen, as pre¬ 
viously discussed. The nature of the in¬ 
jury to the kidney observed in such acute 
cases is apparently not related to the 
type of injury < papillary necrosis > which 
typically results from long-term abuse 
of analgesic drugs. 

One case of the papillary necrosis type 
of kidney injury has been reported (Ref 

53) following prolonged use of aceta¬ 
minophen at a dose of 11 to 18 g daily 
for 6 months in combination with pro¬ 
portionately large doses of chlor- 
mezanone. Two other cases, though 
questionably attributed to acetamin¬ 
ophen (Ref. 54involved in one case 
this type of kidney injury which con¬ 
tinued after switching to acetaminophen 
after the consumption of phenacetin - 
containlng analgesics for 14 years. In 
the other case, the kidney damage de¬ 
veloped after 5 years of intake of 1.5 g 
acetaminophen daily along with other 
drugs including some drugs containing 
phenacetin. Master (Ref. 55) reported a 
case of analgcsic-induced kidney injury 
in a woman who took an average of 
1.5 g acetaminophen daily for 10 yeans, 
though other analgesics were consumed 
previously or concurrently. Nanrn <Ref 
58) mentioned two other cases of anal* 
gesic-induced kidney Injury occurring 
in Australia. He attributed these to 
acetaminophen alone but he described 
no details. In none of the above six 
cases, in which the consumption of 
acetaminophen was involved, to It cle ir 
that this drug was the sole cause of the 
analgesic-induced kidney damage or 
that it was the primary drug of abuse. 

Abel (Ref. 57) and the Royal Austra¬ 
lasian College of Physicians (Ref. 58> 
have stated that patients fail to recover 
from kidney injury when their intake of 
phenacetin combinations is replaced by 
acetaminophen either alone or in 
combinations. 

In studies on healthy adult human 
subject*. Prescott ‘Ref. 59» and Prcscoti. 
Sansur. Leven and Conncy (Ref. 60) ob¬ 
served a slight increase in the excretion 
of kidney tubule cells in the urine 
following the intake of 3 6 g aceta¬ 
minophen daily for 5 days. In the Utter 


FEDERAL REGISTER, VOL 47. NO 1 3)-—FtlDAY, JULY I. 1977 











PROPOSED RULES 


35415 


study the Increase was significant in 
one of eight subjects on acetaminophen 
and two of nine subjects on the same 
dosage schedule of phenacetin. This ef- 
feet was considerably less than that seen 
in subjects taking similar doses of 
aspirin, 

Edwards. Edwards. Huskisson and 
Taylor <Ref. 61 > found wily a minor im¬ 
ps :rinent of urine concentrating ability 
in 6 of 13 patients after their intake of 
2 to 30 kg acetaminophen over a period 
of 2 years. Batterman and Grossman 
<Ref. 7» noted no blood, liver or kidney 
disturbances in human subjects receiv¬ 
ing 3.6 g daily for up to 116 weeks. 

In an experiment on dehydrated dogs. 
Bluemle and Goldberg <Ref. 62> found 
a high concentration of acetaminophen 
in the papillae of the kidney after a 
single dose of phenacetin. and a similar 
concentration of the drug in the renal 
papillae was observed after a single dose 
of acetaminophen. However, in this 
study, no concentration of acetamin¬ 
ophen was found in nondehydrated dogs. 

Acetaminophen has not been reported 
to produce effects on the central nervous 
system like those produced by phen¬ 
acetin. variously described as euphoria, 
stimulation, sedation, depression, etc. 
These effects of phenacetin are consid¬ 
ered to constitute the basis of the po¬ 
tential for abuse of analgesic prepara¬ 
tions containing this drug. In comparing 
the subjective effects of phenacetin and 
acetaminophen in 20 healthy male vol¬ 
unteers. Eade and Lasagna (Ref. 63) 
found that phenacetin “depressed mood, 
energy and mentation.'* while aceta¬ 
minophen in the same dose. 28 mg/kg, 
had no such effects and did not differ 
from aspirin or placebo. However. Nakra 
et al. recently reported that some pa¬ 
tients. especially housewives, have used 
acetaminophen as a “pick-me-up" and 
raises the possibility that some will abuse 
it Ref. 64). 

No comparison has yet been made 
with regard to the relative abuse poten¬ 
tial of analgesic mixtures of phenacetin 
and similar mixtures of acetaminophen. 
A longer history of use of acetaminophen 
combinations, especially those with as¬ 
pirin, will be required before this ques¬ 
tion can be answered. However, con¬ 
sidering the lack of effects of 
acetaminophen on the sensorium sim¬ 
ilar to those of phenacetin it is Justifiable 
to conclude that acetaminophen, as a 
single entity or in analgesic mixtures, 
does not have the abuse potential dem- 
onstrated for analgesic mixtures con¬ 
taining phenacetin. Reports from Aus¬ 
tralia »Ref. 59) showing that established 
abusers of phenacetin-containing drugs 
continued to abuse acetaminophen com¬ 
binations after the removal of phen- 
acetin from proprietary products, do not 
indicate a primary abuse potential of 
acetaminophen or of its analgesic 
mixtures. 

The Panel concludes from observa¬ 
tions reviewed above that acetamin¬ 
ophen may be taken in recommended 
doses without undue risk. 

The Panel has examined the regula- 
lons of the Poison Prevention Packaging 


Act of 1970 as set forth in 21 CFR 1700.15 
(a), (b) and (c>, that provide for poison 
prevention packaging standards for as¬ 
pirin-containing products in a dosage 
form intended for oral administration. 
The standards for child-resistant safety 
closures required on the containers of 
these products are intended to protect 
children from intentional or accidental 
ingestion without hampering the adult 
use effectiveness of the products. The 
Panel concurs with these standards and 
is of the opinion that the standards for 
child-resistant safety closures should 
apply to the containers in which acet¬ 
aminophen oral products are packaged 
as well as to aspirin-containing products. 

The Panel further concludes that the 
restrictions on the maximum number of 
tablets permitted in containers of aspirin 
products for child use should also apply 
to acetaminophen products formulated 
for use in children only. Therefore, acet¬ 
aminophen products containing 80 mg 
(1.23 gr) tablets intended for oral use 
in children should contain no more than 
36 tablets to reduce the hazard of acci¬ 
dental poisoning, as set forth in 21 CFR 
201.314(c)(2) for products containing 
80 mg (1.23 gr) tablets of aspirin for 
pediatric use 

The Panel concludes that the OTC 
packaging requirements for safety clo¬ 
sures and the restriction on the maxi¬ 
mum number of tablets in the containers 
of aspirin products for pediatric use 
should also apply to acetaminophen 
products for use in children. 

RrmiENcra 

(1) Woodbury, D. M-. "Analgesic-Antipy- 
retlcs, Aotl-inflammatory Agents. and In¬ 
hibitors of Uric Acid Synthesis." in "The 
Pharmacological Basis of Therapeutic*." 4th 
Ed. Edited by Oocdtnan. L 8 and A. Gil¬ 
man. Macmillan and Co.. New* York. pp. 314- 
347. 1970. 

(2) Brodie. B. B and J. Axelrod. "The Esti¬ 
mation of Acetanilide and its Metabolic 
Products. Aniline, N-Acetyl-p-Amlnophcnol 
and p-Aminophenol <Free and Total Con¬ 
jugated) in Biological Fluids and Tissues." 
Journal 0/ Pharmacology and Experimental 
Therapeutic*, 94 22-28. 1948. 

(3) Brodie. B B and J Axelrod, "The Fate 
of Acetanilide in Man." and Journal of Phar¬ 
macology and Experimental Therapeutics, 
94:39-38. 1948 

(4) Brodie. B. B. and J Axelrod. ‘The Pate 
or Acetophenetldin (Phenacetin > in Man and 
Method* for the Estimation of Acetophene- 
tidln and its Metabolite* in Biological Ma¬ 
terial,* 4 Journal of Pharmacology and Ex¬ 
perimental Therapeutics , 97:58-67. 1949 

(5) Fllnn. F. B and B B Brodie. "The 
Effect on the Pain Threshold of N -Acetyl 
p-Amlnophenol. A Product Derived In the 
Body From Acetanilide," Journal of Pharma¬ 
cology and Experimental Therapeutics, 
94:76-77, 1948. 

(6) Zelvcldcr, W O . "Medcdehngcn Afdel- 
ing KllnUch Genec«mlddeleaonderzcck T, N 
O." Nederland • Tydscheist poor Genees- 
kunde, 109:1734-1736. 1965 

(7) Batterrnan. R C and A J. Oroasmnu. 
"Analgesic Effect Irenes and Safety of N- 
Acetyl-p&ra-Amlnophetiol." Federation Pro¬ 
ceedings 14:316-317. 1955. 

10) Wallenstein. 8. L. and R. W Houde. 
"Clinical Comparison of Analgetic Effect!ve- 
nciaof N- Acetyl-para-Amlnophenol StUlcyla- 
mlde and Aspirin,' 4 Federation Proceedings # 
13:414. 1954 


<9i Lasagna. L„ M. Davis and J W Pear¬ 
son. "A Comparison of Acetophenetldin and 
Acetaminophen: I. Analgesic Effect* In Post¬ 
partum Patients." Journal of Pharmacology 
and Experimental Therapeutics, 155:396 300. 
1967 

(10) Kanlor. T. O.. M. Melaner. E. Laska 
and A. Sunshine. "A Computer Program for 
the Clinical Study of Analgesic Compounds." 
Federation Proceedings. 23:176. 1964 

(11) Kan tor, T. G. E. Laska, M Melsner 
and A. Sunshine, "Studies of Oral Pentazo¬ 
cine (WTN 20.228) and Other Compound* at 
Bellevue Hospital. New YotX City," in ’Drug 
Addiction and Narcotics Bulletin." pp. 3921- 
3931, 1964. 

(12) Parkhouse, J and P. Halllnon, “A 
Comparison of Aspirin and Paracetamol." 
British Journal of Anaesthesia. 39:146-154, 
1067. 

(13) Mocrtel, C. O. D L. Ahmann. W. F. 
Taylor and N. Schwartau. "A Comparative 
Evaluation of Marketed Analgesic Drugs." 
Near England Journal of Medicine, 286:813- 
815, 1972. 

(14) "Para-Amlnophenol Derivatives." in 
"AMA Drug Evaluations." 2d. Ed.. American 
Medical Association, Chicago, p. 262. 1973. 

(15) OTC Volume 030154. 

(16) OTC Volume 030155. 

(17) Dlamoud. 8 . 'Treatment of Migraine 
with Iaomethcptene. Acetaminophen, and 
Dlchloralphenazone Combination : A Double- 
Blind, Crossover Trial." Headache, 15:282- 
287.1976. 

(18) Vivien. P., J. Turpin and H. Allannlc, 
"E&sal Clinique d’un Paracetamol Efferves¬ 
cent." Ouest Medical. 27:551-556. 1974 

(19) Perrin, L. P . "Evaluation Clinique 
d un Nouvel Antalgique (etude de 1000 ob¬ 
servations).“ Therapeutique, 48:689 692, 
1972 

(20) Borges, J. and C. Z aval eta, "Study of 
a New Analgesic Compound In the Treatment 
of Tension Headache " Journal of Internal 
Medicine Research, 4:74-78. 1976. 

(21) Anonymous, "Acetaminophen. Valadol 
and Analgesic Renal Injury." The Medical 
Utter. 13:74 70. 1971. 

(22) Goulston. K. and A. Skyrlng, "Effect 
of Paracetamol (N-Ac et y l-p-Ami nophenol) 
on Gastrointestinal Bleeding." Gut. 5:463- 
466. 1964. 

(23) Vickers, F. N. "Mucosal Effects of 
Aspirin and Acetaminophen: Report of a 
Controlled Gastroscoplc 8tudy." Gajfroin- 
testinal Endoscopy. 14:94-99. 1967. 

(24) Kcrilcy, O D. and A. R. Gibbs, "Urico¬ 
suric Agents In The Treatment of Oout." 
Annals of the Rheumatic Diseases, 19:351- 
355. 1960 

(25) Mielke. C H Jr and A F H Britten. 
"Use of Aspirin or Acetaminophen In Hemo¬ 
philia," New England Journal of Medicine. 
282: 1270, 1970. 

(26) Antlitz. A. M . J. A. Mead and M. A. 
Toientlno. "Potentiation of Oral Anticoagu¬ 
lant Therapy by Acetaminophen." Current 
Therapeutic Research, 10:501-507. 10G8. 

(27) Thomas. J.. S. McCleon. O. A. Starmer 
and P. R. Carrol), "Paracetamol and Me- 
themoglnblnemls." Lancet. 2:1360. 1966 

(28 1 Henrlques. C. C-. "Acetaminophen 
Sensitivity and Fixed Dermatitis.” Journal 
of the American Medical Association, 214: 
2336. 1970 

(29) Heading. R. C. "Purpura and Para¬ 
cetamol." British. Medical Journal, 3:743- 
744. 1968 

(30) Lloyd. T. W, "Agranulocytosis Asso¬ 
ciated with Paracetamol." Lancet. 1:1)4-115. 
1961. 

(31) Boyd. E M and Q B Bcrcrzky, 
"Liver Necrosla from Paracetamol,” British 
Journal of Pharmacology, 26:606-614. 1966. 

(32) Boyd. E. "The Acute Oral Toxicity 
of Phenacetin," Toxicology and Applied 
Pharmacology. 1:240-249. 1959. 


FEDERAL REGISTER, VOl 42. NO 131—FRIDAY. JULY 8. 1977 






35J16 


PROPOSED RULES 


(33) Boyd. E. M. and 8. K. Hogan, “The 
Chronic Oral Toxicity of Paracetamol and the 
Range of the LDu (100 days) tn Albino 
Rata," Canadian Journal of Physiology and 
Pharmacology, 46:230-245. 1968. 

(34) Boyd, E. M.. ‘Testicular Atrophy from 
Analgesic Drugs/’ The Journal of Clinical 
Pharmacology, 10:222-237, 1970. 

(35) Prescott. L. P„ P. Roscoe, N. Wright 
and S. S. Brown, "Plasma-Paracetamol Half- 
Life and Hepatic Necrosis In Patients with 
Paracetamol Overdosage," Lancet, 1:519-522, 
1971. 

(36) Clark. R., et a!.. "Hepatic Damage and 
Death from Ovcrdo5age of Paracetamol." 
Lancet, 1:66-69. 1973. 

<37> Proudfojt. A. T. and N. Wright. 
"Acute Paracetamol Poisoning." British Med¬ 
ical Journal, 3:557-658. 1970. 

(38) ‘Tabulations of 1972 Reports." Na¬ 
tional Clearinghouse for Poison Control Cen¬ 
ters Bulletin. 1973. 

(39) Rumack. B H. and H. Matthew. "Ac¬ 
etaminophen Poisoning and Toxicity," 
Pediatrics. 55:871-376. 1975. 

(40) Mitchell. J. R. et aL "Aeetamlnopnen- 
Induced Hepatic Necrosis. IV. Protective Role 
of Glutathione." Journal of Pharmacology 
and Experimental Therapeutics . 187:211-217. 
1973. 

(41) Fevery. J. and J. dc Grootc, "Conjuga¬ 
tion of AT-Acetyl-p Aminophcnol (N APA) 
In Adult Liver Patients." Acfa Ifepato-splen - 
Ologica , 16:11-18. 1969. 

(42) Vest. M. P. and E. Pritz, "Studies on 
the Disturbance of Glucuronlde Formation 
In Infectious Hepatitis," Journal of Clinical 
Pathology. 14:482-487, 1961 

(43) Jfnuk M. and P. Hykes. “Paraceta¬ 
mol ovy Test Na Konjugacnl Schopnost Jatcr." 
(Paracetamol Test lor Conjugation Capacity 
of the Liver), Casopis Lekarn Cc&kych, 112: 
1362-1364. 1074. 

(44) Schmidt. R and L Hamm&kcr. "Olu- 
curonide Formation in Patients With Con¬ 
stitutional Hepatic Dysfunction (Gilbert's 
Disease)," Nrir England Journal of Medicine. 
260:1310-1314. 1959 

(45) Vest. M.. "The Toxicity of Phrnacetln 
and N-Aoctyl-p~Amlnophrno! for Infants." 
German Medical Monthly. 8:316-321. 1963. 

(46) FrledrrhuUck. F K and W Toussalnt. 
"Wlrkungen von Phemtzetln und NAPAP auf 
das Blutblld des Saeugllngs." (Effects of 
Phenacetin and NAPAP on the Blood Picture 
in Nursing Infants), Mrditinische Kltnik, 
61:304-307. 1966. 

(47) Wright. N and L. L. Prescott. "Po¬ 
tentiation by Previous Drug Therapy of 
Hepatotoxiclty Following Paracetamol Over- 
da«mge." Scottish Medical Journal. 18 56. 
1973 

(48) Anonymous. ’ Paracetamol Hepato- 
toxicity," Lancet. 2:1189-1191. 1975 

(49) Shamszad. M . H. Solomon, 8. Mobar- 
han and F L Iber. "Abnormal Metabolism 
of Acetaminophen in Patients with Alcoholic 
Liver Disease." Gastroenterology, 69:805. 
1975. 

(50) Done. A K . "Acetammophen—Beware 
The Sleeper." Emergency Medicine, 7:139-142. 
1975. 

(51) Sutton. E. and L. F. Soyka. "How Safe 
Is Acetaminophen?," Clinical Pediatrics , 
12:692-694. 1973 

1 52) Mathew. H . "Acute AcMamtnophen 
Poisoning," Clinical Toxicology. 6:9-11. 1973. 

1 53) Krlkler, D M. "Paracetamol and tho 
Kidney." British Medical Journal . 2 015-616. 
1967. 

(64) Kerr. D . "Phenacetin Nephropathy," 
British Medical Journal. 4:363 364. 1670 

(55) Master. D R,. "Analgesic Nephropathy 
Associated with Paracetamol." Proceedings 
of the Royal Society of Medicine, 66:904.1973. 

1 56) Nanra. R. S. of Royal Newcastle Hos¬ 
pital. Newcastle. New South .Wales Letter 
dated Nov. 16/1973 to Dept, of Health. Can¬ 
berra. u included in OTC Volume 030150. 


(57) Abel. J. A.. "Analgesic Nephropathy— 
A Review of the Literature 1967-1970." 
Clinical Pharmacology and Therapeutics , 
12:583-598, 1971. 

(58) The Royal Australasian College of 
Physicians. "Statement of Analgesic Neph¬ 
ropathy," Medical Journal of Australia, 
1:1388 1389. 1909. 

(59) Prescott. L. F. "Renal Effects of 
Acetysalleyltc Acid. Phenacetin. Acetamino¬ 
phen and Caffeine." Anesthesia and Anal¬ 
gesia, 45:303-310. 1966 

(60) Prescott, L F. M. San.su r. W. Levin 
and A. H Canney, "The Comparative Metab¬ 
olism of Phenacetin and Acetyl-p-Ami¬ 
nophcnol in Man with Particular Reference 
to Effects on the Kidney." Clinical Pharma¬ 
cology and Therapeutics. 9 :605-914. 1968. 

(61) Edward*. O M . P. Edwards. E C. 
Husklsson and R. T Taylor. “Paracetamol 
and Renal Damage." British Medical Journal , 
2*87-69 1971. 

(62) Bluemlc. L. W. and M. Galdberg. 
"Renal Accumulation of Salicylate and 
Phenacetin: Possible Mechanisms In the 
Nephropathy of Analgesic Abuse." Journal of 
Clinical Investigation. 47:2507-2514. 1968. 

(63) Eade. N R and L. La*agna. "A Com¬ 
parison of Acetophenetidln and Acetamino¬ 
phen. II. Subjective Effects in Healthy Vol¬ 
unteers." Journal of Pharmacology and Ex¬ 
perimental Therapeutics. 155‘301-308. 1967. 

(64) Nakra. B. R. S.. F. E Lee and R. 
Gatud. "Risk of Paracetamol Abuse." Lancet. 
1:451-452. 1974. 

(3) Dosage. <i> For products contain¬ 
ing 325 mg (5 gr) per dosage unit, (a i 
Standard schedule . Adult oral dosage is 
325 mg (5 gr> to 650 mg (10 gr> every 
4 hours while symptoms persist not to 
exceed 3.900 mg <60 gr) in 24 hours for 
not more than 10 days. Children 11 to 
under 12 years oral dosage is 487.5 mg 
(7.5 gr) every 4 hours while symptoms 
persist not to exceed 2,437.5 mg <37.5 
gr» ui 24 hours for not more than 5 days. 
Children 9 to under 11 years oral dosage 
Is 406.3 mg <6.25 gr) every 4 hours 
while symptoms persist not to exceed 
2.031.3 mg *31.25 »ir> in 24 hours for 
not more than 5 days. Children 6 to un¬ 
der 9 years oral dosage is 325 mg (5 
gr> every 4 hours while symptoms per¬ 
sist not to exceed 1.625 mg (25 gr) In 
24 hours for not more than 5 days. 
Children 4 to under 6 years oral dosage 
is 243.8 mg (3 75 gr> every 4 hours while 
symptoms persist not to exceed 1.219 
mg (18.75 gri In 24 hours for not more 
than 5 days. Children 2 to under 4 
years oral dosage Is 162.5 mg < 2.5 gr> 
every 4 hours while symptoms persist not 
to exceed 812.5 mg < 12.6 gr» In 24 hours 
for not more than 5 days. For children 
under 2 years, there is no recommended 
dosage except under the advice and su- 
pervison of a physician. 

ibi Nonstandard schedule. Adult oral 
dosage is 325 mg (5 gr* to 975 mg <15 
gr* initially, followed by 650 mg <10 
gr) every 4 hours while symptoms per¬ 
sist not to exceed 3.900 mg *60 gri in 
24 hours for not more than 10 days. 
For children under 12 years, there is 
no recommended dosage except under the 
advice and supervision of a physician. 

(ii) For products containing SO mg 
(123 gn per dosage unit. Children 11 to 
under 12 years oral dor-age is 480 mg 
<7.38 gr* every 4 hours while symptoms 
persist not to exceed 2.400 mg <36.9 gr> 
in 24 hours for not more than 5 days. 


Children 9 to under 11 years oral dosage 
Is 400 mg (6.15 gr) every 4 hours while 
symptoms persist not to exceed 2.000 mg 
<30.75 gr) in 24 hours for not more than 

5 days. Children 6 to under 9 years oral 
dosage is 320 mg (4.92 gri every 4 hours 
while symptoms persist not to exceed 
1,600 mg (24.6 gr) in 24 hours for not 
more than 5 days. Children 4 to under 

6 years oral dosage is 240 mg <3.69 gr) 
every 4 hours while symptoms persist 
not to exceed 1.200 rag (18.45 gr) in 24 
hours for not more than 5 days. Children 
2 to under 4 years oral dosage is 160 mg 
(2.46 gr) every* 4 hours while symptoms 
persist not to exceed 800 mg (12.3 gr* in 
24 hours for not more than 5 days. For 
children under 2 years, there Is no rec¬ 
ommended dosage except under the ad¬ 
vice and supervision of a physician. 

(ill) For products containing 500 mg 
< 7,69 gr) per dosage unit. Adult oral 
dosage is 500 mg (7.69 gr) to 1.000 mg 
(15.38 g»> initially, followed by 500 mg 
(7,69 gr) every 3 hours or 1.000 mg i 15.38 
gr) every 6 hours while symptoms persist 
not to exceed 4.000 mg (61.52 gri in 24 
hours for not more than 10 days. For 
children under 12 years, there is no rec¬ 
ommended dosage except under the 
advice and supervision of a physician. 

(4) Labeling. The Panel recommend* 
the Category I labeling for analgesic 
active ingredients. (See part III. para¬ 
graph B.l. below—Category I Labeling.) 
In addition, the Panel recommends the 
following specific labeling: (1) Warnings. 
< a ) "Do not exceed recommended dosuge 
because severe liver damage may occur \ 

(b)"Do not take this product for the 
treatment of arthritis except under the 
advice and supervision of a physician \ 

(ID Standard acetaminophen dosage 
unit . In the previous discussion on 
"standard strength" dosage forms, the 
Panel made clear the need to Indicate 
both the quantity of acetaminophen per 
tablet, teaspoon or other dosage unit as 
well as the quantity by which a particu¬ 
lar product containing acetaminophen 
differs per dosage unit from the estab¬ 
lished standard of 325 mg (5 gr) aceta¬ 
minophen per dosage unit. (See pan II 
paragraph E. above—Standard Dosage 
Unit and Analgesic Equivalence Value » 

The Panel recommends that all prod¬ 
ucts containing acetaminophen be 
clearly labeled as containing acetamino¬ 
phen on the principal display panel In 
addition, labeling shall state In metric 
units and secondarily in apothecary units 
the quantity of acetaminophen per dos¬ 
age unit. 

(a i Products containing the standard 
acetaminophen dosage unit. The Panel 
recommends that products containing 
only 325 mg <5 gr) acetaminophen per 
dosage unit be clearly labeled on the 
principal display panel: "Contains tlie 
standard strength of 325 mg <5 gr' 
acetaminophen per dosage unit”. The 
term "dosage unit" may be replaced by 
the applicable dosage form such as tablet 
or capsule. 

(b > Products containing acetamino¬ 
phen in an amount different than the 
standard acetaminophen dosage unit. 
While the Panel recommends that prod¬ 
ucts contain only 325 mg (5 gr) acehi- 
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minophen per dosage unit. If the Food 
and Drug Administration ia unable to 
implement this recommendation the 
Panel recommends that only nonstand¬ 
ard dosage units of 500 mg <7.69 gr) be 
recognized for acetaminophen in addi¬ 
tion to the standard dosage unit of 325 
mg <5 gr). The Panel recommends that 
products containing 500 mg <7.69 gr) of 
acetaminophen per dosage unit be clearly 
labeled on the principal display panel: 
“Contains nonstandard strength of 500 
mg *7.69 gr) acetaminophen per dosage 
unit compared to the established stand¬ 
ard of 325 mg <5 gr) acetaminophen per 
dosage unit”. The term “dosage unit'* 
may be replaced by the applicable dosage 
form such as tablet or capsule. 

c. Calcium carbaspirin . The Panel con¬ 
cludes that calcium carbaspirin is a safe 
and effective OTC analgesic when taken 
in the recommended dosage of 414 to 828 
mg every 4 hours while symptoms per¬ 
sist not to exceed 4.968 mg in 24 hours 
for not more than 10 days. 

<1> Effectiveness. Calcium carbaspirin 
is a complex of calcium acetylsallcylate 
and urea (Ref. 1 >. This compound Is also 
frequently called soluble calcium aspirin. 
Tills nomenclature has produced some 
confusion with another preparation 
which consists of aspirin, calcium car¬ 
bonate. and citric acid, which occasion¬ 
ally is also referred to as “soluble” cal¬ 
cium aspirin. Because calcium carbas¬ 
pirin is a larger molecule than aspirin, 
a larger amount <414 mg) will be re¬ 
quired to produce the same pharmaco¬ 
logical effect as that produced by 325 mg 
of aspirin. Levy and Hayes have reported 
that the dissolution rate for this com¬ 
pound is faster than that for aspirin 
'Ref. 2). However, Beaver noted that the 
rate of absorption into the bloodstream 
was similar to that of aspirin <Rel. 3). 
Bonlca and Allen have reported that 
there is no evidence that it offers a 
clinically significant advantage <over 
aspirin) in the rate in which analgesic 
effects are achieved" (Ref. 4». 

The previous discussion in this docu¬ 
ment with regard to effectiveness of as¬ 
pirin including the limitations on maxi¬ 
mum dally and total intake are applica¬ 
ble here with a slight modification based 
upon potency *414 mg Instead of 325 mg). 
hi addition, the previous discussion on 
aspirin dose-response relationship re¬ 
garding the lack of correlation between 
blood levels and threshold levels of an- 
ftlM*sia, rapidity of onset of analgesic 
•ction, intensity of analgesia, and dura¬ 
tion of pain relief, are equally applicable 
10 calcium carbaspirin. <See part III. 
Paragraph BJ.a.(l) above—Effective¬ 
ness.) 

'2> Safety. Evidence indicates that 
calcium carbaspirin is as safe as aspirin 
when taken in equivalent doses (Ref. 5). 
R is a complex of urea and calcium 

tykallcy late which is hydrolyzed 
'broken down) in the gastrointestinal 
hact to aspirin, calcium and urea. While 
calcium carbaspirin hits a more rapid 
dissolution rate than aspirin, the 
^mounts of calcium and urea formed 
from the breakdown of therapeutic doses 
of calcium carbaspirin would not be ex¬ 


pected to have any pharmacological ef¬ 
fects. It is assumed that calcium and 
urea are not absorbed In significant 
quantities. Thus the severity and inci¬ 
dence of adverse reactions either prior 
to or alter absorption of calcium carb¬ 
aspirin would be comparable to the inci¬ 
dence of adverse reactions discussed pre¬ 
viously in this document for aspirtn. (See 
part m. paragraph B.l.a.<2> above— 
Safety.) 

The only studies which show that the 
side effects of calcium carbaspirin may 
be different from those of aspirin are 
the following: Muir and Cossar iRef. 6) 
in a study with patients undergoing gas¬ 
trectomy summarized their finding as 
follows: “Soluble calcium aspirin has 
shown no significant signs of gastric 
irritation in 95 gastrectomy specimens. 
Standard aspirin has shown potentially 
serious gastric lesions in 8 out of 102." 
These authors also found that calcium 
carbaspirin produced significantly less 
gastric bleeding than aspirin in 20 pa¬ 
tients (aspirin 65 percent with bleeding, 
calcium carbaspirin 5 percent with bleed¬ 
ing) with no previous history of dys¬ 
pepsia. 

One article reported a series of studies 
using radioactive labeled chromate to 
determine gastrointestinal blood loss 
when aspirin and calcium carbaspirin 
were ingested (Ref. 7). The authors con¬ 
cluded that gastrointestinal bleeding oc¬ 
curred for both drugs, but the quantities 
of blood lost were less with calcium 
carbaspirin than with aspirin prepara¬ 
tions for the same subjects (Ref. 7). and 
this difference was highly significant <p 
is less than 0.01). 

In an unpublished study submitted by 
the manufacturer (Ref. 5), 20 patients 
with known intestinal ulcers and 20 pa¬ 
tients with arthritis were followed for 
9 months. Stool tests for blood using the 
testing reagent guaiac were used. A com¬ 
parison between aspirin, placebo and 
calcium carbaspirin revealed guaiac re¬ 
agent-positive stools in all three situa¬ 
tions, and no difference could be ob¬ 
served between the three treatments. 
The data are difficult to assess: the re¬ 
sults were not presented in tabulated 
form and the data were not statistically 
analyzed. 

The Panel concludes that while slightly 
less gastrointestinal bleeding may re¬ 
sult from the use of calcium carbaspirin. 
not enough evidence exists to differen¬ 
tiate this effect quantitatively from that 
of aspirin. Consequently, all cautions re¬ 
quired for aspirin should be required for 
calicum carbaspirin. 

*3) Dcsage. Adult oral dosage is 414 to 
828 mg every 4 hours while symptoms 
persist not to exceed 4.968 mg in 24 hours 
for not more than 10 days. Children II to 
under 12 years oral dosage is 621 mg 
every 4 hours while symptoms persist not 
to exceed 3,105 mg in 24 hours for not 
more than 5 days. Children 9 to under 
11 years oral dosage is 517.5 mg every 
4 hours while symptoms persist not to 
exceed 2,587.5 mg in 24 hours for not 
more than 5 days. Children 6 to under 
9 years oral dosage is 414 mg every 4 
hours while symptoms persist not to ex¬ 


ceed 2.070 mg in 24 hours for not more 
than 5 days. Children 4 to under 6 years 
oral dosage is 310.5 mg every 4 hours 
while symptoms persist not to exceed 
1.552.5 mg in 24 hours for not more than 
5 days. Children 2 to under 4 years oral 
dosage is 207 mg every 4 hours while 
symptoms persist not to exceed 1.035 
mg in 24 hours for not more than 5 days. 
For children under 2 years, there is no 
recommended dosage except under the 
advice and supervision of a physician. 

<4) Labeling. The Panel recommends 
the Category I labeling for analgesic ac¬ 
tive ingredients. 'See part in. paragraph 
B.l. below—Category I Labeling.) In ad¬ 
dition. the Panel recommends the fol¬ 
lowing specific labeling: (i) Warnings . 
<a) "This product contains aspirin. Do 
not take this product If you are allergic 
to aspirin or if you have asthma except 
under the advice and supervision of a 
physician". 

<i» "Do not take this product during 
the last 3 months of pregnancy except 
under the advice and supervision of a 
physician". 

<c> For oral product formulations to 
be chewed before swallowing: “Do not 
take this product for at least 7 days after 
tonsillectomy or oral surgery except 
under the advice and supervision of a 
physician”. 

<i|) Analgesic equivalence value . In 
the previous discussion on “standard 
strength" dosage forms the Panel made 
clear the need to indicate the quantity of 
calcium carbaspirin per tablet, teaspoon 
or other dosage unit as well as the quan¬ 
tity by which a particular product con¬ 
taining calcium carbaspirin differs per 
dosage unit from the established stand¬ 
ard of 325 mg <5 gr) aspirin. (See part 
II paragraph E above—Standard Dos¬ 
age Unit and Analgesic Equivalence 
Value.) 

The Panel recommends that products 
containing calcium carbaspirin be clear¬ 
ly labeled on the principal display panel: 
"Equivalent to X mg <X gr) per dosage 
unit of the established standard of 325 
mg <5 gr) aspirin per dosage unit". The 
actual amount of "X" of equivalent anal¬ 
gesic effectiveness for the specific prod¬ 
uct shall be used. The term "dosage unit" 
may be replaced by the applicable dosage 
form such as tablet or capsule. For ex¬ 
ample. a product containing 414 mg cal¬ 
cium carbaspirin per tablet (dosage 
unit) shall be labeled. "Equivalent to 325 
mg <5 gr) per tablet of the established 
standard of 325 mg <5 gr) aspirin per 
tablet”. 

Reft nr. Nora 

(1 > "The Merck Index." 8th Ed.. Merck and 
Company, Inc.. Rahway. New Jersey, p. 189. 
1968 

(2) Levy. O. and B A Hayes. “Physico¬ 
chemical Biala of the Buffered Acetlsaltcyllc 
Acid Controversy.*’ The New England Journal 
Of Medicine, 262:1053 1058. 1960. 

(3) Beaver. W T.. "Mild Analgesics. A Re¬ 
view of Their Clinical Pharmacology,** TAe 
American Journal of the Medical Science j. 
250:677-604. 1968 

(4) Bonlca. J. J and G. D. Allen. "Anal¬ 
gesics." in "Drugs of Choice 1970-1971." 
Edited by Modeil, W, The C V. Mi*by Com¬ 
pany. 8t. Louis, pp 191-221. 1970 


FEDERAL REGISTER. VOL 42. NO 131— FRIDAY, JULY 8, 1977 






35418 

16 ) McHardy, G.. "Report on Onstrotntes- 
tlnftl Bleed In k Study lu Relation to Sullcy- 
lutes and Calcium.*' draft of unpublished 
paper la included In OTC Volue 030050. 

<01 Muir. A. and I A. Cossar. "Aspirin and 
Gastric Bleeding: Further Studies of Cal¬ 
cium Aspirin/* American Journal of Diges- 
cine. 31 250-207. 1001. 

(7) Pierson, R. N.. P. R. Holt, R. M Watson 
and R P Keating. "Aspirin and Gastrointes¬ 
tinal Bleeding." American Journal of Afedtf- 
fire Disease. 0:1115-1125, 1001. 

d. Choline salicylate. The Panel con¬ 
cludes that choline salicylate is a safe 
and effective OTC analgesic when taken 
in the recommended dosage of 435 to 870 
mg every 4 hours while symptoms persist 
not to exceed 5.220 mg in 24 hours for 
not more than 10 days. 

Effectiveness. Choline salicylate Is 
one of several nonacetylated salicylates 
reviewed by the Panel. Choline salicylate 
is highly soluble and may be adminis¬ 
tered as a stable, palatable liquid. It 
should be noted that an advantage of 
this drug is that it is the only liquid sal¬ 
icylate preparation that is currently 
available on the OTC drug market. It is 
said to be absorbed 5 times faster than 
aspirin (Ref 1*. Beaver <Ref. 2) has 
stated that “While choline salicylate 
may prove more palatable than an equiv¬ 
alent dose of aspirin, the analgesic effec¬ 
tiveness of the two drugs has never been 
adequately compared, and experience 
with sodium salicylate suggests that 
from the standpoint of analgesia at least, 
simple salicylates are less than equian- 
algesic when compared with equivalent 
doses of aspirin/* 

While no well-controlled clinical stud¬ 
ies for the assessment of the analgesic ac¬ 
tivity of choline salicylate have been 
found, the Panel’s review of the scienti¬ 
fic literature has produced sufficient ev¬ 
idence of its analgesic activity. Broh- 
Kahn (Ref. 3) conducted a study in 
which 80 physicians throughout the U.S. 
and Canada gave this drug to 1,200 pa¬ 
tients. Attempts were made to compare 
the effectiveness of choline salicylate to 
that of aspirin. This was accomplished 
in several ways. In some coses, patients 
had been treated with aspirin, and when 
Its effect was assessed, it was discontin- 
useri and replaced with choline salicylate. 
In other cases in which the effect of us- 
plrin was not previously ascertained, a 
crossover study was performed. Physical 
differences in the appearance of both 
drugs precluded the use of a double-blind 
technique. Finally, in some cases the phy¬ 
sician compared the effects of choline 
saiiyclate in some patients with the 
known effects of aspirin in his patient 
population at large. The author con¬ 
cluded that “choline salicylate displayed 
a more favorable effect than aspirin/* No 
adequate statistical analysis Is presented 
to support this conclusion, 

Leary (Ref. 1) has also reported that 
salicylate concentration in the blood of 
man rises faster and to a considerably 
higher level after the administration of 
choline salicylate than after the admin¬ 
istration of aspirin. 

Levy. Gumtow and Rutowski «Ref. 4). 
in a study with 12 healthy male volun¬ 
teers. assessed the blood plasma levels ob¬ 
tained after the administration of a solu- 
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tion of choline salicylate with those of 
two product formulations of aspirin tab¬ 
lets, aspirin tablets combined with alu¬ 
minum glyclnate and magnesium car¬ 
bonate and an aqueous solution of so¬ 
dium salicylate. The authors concluded 
that the two aspirin formulations pro¬ 
duced significantly lower absorption 
rates than choline salicylate solution. 
There was no difference in absorption 
between the several types of salicylates 
administered in solution (Ref. 4). 

Wolf and Aboody <Ref. 5> have also 
shown that choline salicylate Is more rap¬ 
idly absorbed than aspirin. 

Broh-Kahn (Ref. 6) in a study with 
normal volunteers who acted as their own 
controls has shown that choline salicylate 
is absorbed approximately 5 times more 
rapidly than aspirin. 

Tlie significance of faster absorption 
has not been determined, since there is 
no evidence that faster absorption also 
indicates a faster onset of analgesic ef¬ 
fect Besides, as stated by Beckman (Ref. 
7), “it is absurd to claim advantages for 
compounds that may at best advance the 
advent of relief no more than a few min¬ 
utes/* 

2 Safety. The Panel finds that choline 
salicylate is about as safe as aspirin, 
because the side effects are similar to 
aspirin itnd those of the other salicylates. 
Yet unlike aspirin and the other acetyl- 
ated salicylates, choline salicylate lias 
not been reported to be associated with 
reactions causing asthmatic attacks in 
susceptible people. In addition, choline 
salicylate, as well as the other nonacetyl¬ 
ated salicylates, do not affect the platelet 
adhesiveness involved in the clotting 
mechanism. However, choline salicylate 
in large doses does have an effect on 
another aspect of the clotting mecha¬ 
nism. an hypoprothrombinemic effect. 
Therefore, the caution concerning bleed¬ 
ing should be addressed to that popula¬ 
tion which is exposed to large doses of 
choline salicylate. 

There have been many reports assess¬ 
ing the occurrence of gastrointestinal 
bleeding associated with the use of cho¬ 
line salicylate. Watson and Pierson «Ref. 
8 • measured gastrointestinal bleeding in 
90 normal volunteers who had Ingested 
various salicylate compounds. The sub¬ 
jects were injected with radioactively la¬ 
beled red blood cells and the daily stools 
were checked for blood loss. The average 
loss was 4 8 ml for the patients taking 
aspirin Ten percent showed a loss of 
over 10 ml daily for aspirin. Choline 
salicylate resulted in an average daily 
loss of 0,5 ml. 

Lange ‘Ref. 9) selected 19 patients 
who had shown signs of occult < unseen) 
or manifest (noticeable) bleeding un¬ 
der ordinary salicylate treatment He 
concluded that there was less incidence 
of blood in the stool with the use of 
choline salicylate In a crossover study 
73 percent of patients who took aspirin 
versus 36 percent of those using choline 
salicylate showed occult blood loss. 

Rider et &1. (Ref. 10>. using the gas- 
tnoscope studied 30 patients soon after 
ingestion of choline salicylate. He found 
no evidence of Irritation of the mucous 
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membrane of the stomach, hyperemia, 
hemorrhage, or ulcer. 

In another study using radioactive 
Chromium-51 tagging of cells, Pierson, 
Holt, Watson and Keating (Ref n> 
demonstrated that 73 percent of 148 pa¬ 
tients had significant bleeding with as¬ 
pirin. When choline salicylate was used, 
no Intestinal bleeding was noted. Crnrt, 
Cuddtgan and Swcetiand (Ref. 12 > us¬ 
ing Chromium-51 labeled red blood cells 
reported the same amount of bleeding 
after choline salicylate or soluble as¬ 
pirin administration. 

A submission summarizes ten uncon¬ 
trolled or partially controlled clinical 
studies involving approximately 1.500 pa¬ 
tients «Ref. 13). There were no serious 
untoward reactions reported. The most 
significant of these reports wras that 
of Broh-Kahn (Ref. 2> which included 
a collection of the results of a coopera¬ 
tive study by 80 physicians of 1,200 pa¬ 
tients using aspirin as a reference stand¬ 
ard. The conclusion was stated in gener¬ 
al terms. There evidently was a lower 
Incidence of gastrointestinal distress, and 
choline salicylate was better tolerated In 
higher doses than aspirin. 

The labeling in tilts submission 'Ref 
13 > includes claims for choline salicylate 
such as ‘‘Taken on an Empty Stomach. 
Starts Acting 5 Times Faster Than As¬ 
pirin’* and “Provides Gentle-To-The- 
Stomach Action**. Other claims made for 
this product have been discussed by the 
Panel elsewhere in thts document (See 
part HI. paragraph B.2. below—Category 
II Labeling.) As for the claims mentioned 
above, the Panel concludes that its re¬ 
marks regarding the claims of rapid ab¬ 
sorption and the consequent rapid omet 
of analgesia made for highly buffered as¬ 
pirin products also apply to choline sa¬ 
licylate products, (See part VI. paragraph 
B.l.d. below’—Labeling claims for mar¬ 
keted products containing analgesics 
combined with antacid or buffering in¬ 
gredients.) 

In the case of choline salicylate, the 
Panel notes that although choline salic¬ 
ylate may not contain buffering ingredi¬ 
ents as highly buffered aspirin does, it 
is. like highly buffered aspirin, taken in 
& solution dosage form and therefore 
may. for this reason, have similar per¬ 
formance action. In addition, the Panel 
concludes that regarding the claims for 
choline salicylate and its effect on the 
stomach, further testing is required to 
substantiate such claims, und therefore, 
will only permit the following chum 
which may be Included in the principal 
display panel and which it classifies ai 
Category’ in labeling: ‘ May be taken on 
an empty stomach and may prevent the 
stomach distress that aspirin occasion¬ 
ally causes but should not be taken by 
certain individuals with stomach disor¬ 
ders hr cautioned elsewhere on the label*' 
The Panel further concludes that any 
other .statement are classified us Cate¬ 
gory n. 

‘3> Dosage. Adult oral dosage I* <33 to 
870 mg every 4 hours while symptoms 
persist not to exceed 5.220 mg in 24 hours 
for not more than 10 days. Children 11 to 
under 12 yours oral dosage is 652.5 
every 4 hours while symptoms pci5u>t 
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not to exceed 3,262.5 mg in 24 hours for 
not more thAn 5 days. Children 9 to 
under 11 years oral dosage is 543.8 mg 
every 4 hours while symptoms persist not 
to exceed 2,719 mg in 24 hours for not 
more than 5 days. Children 6 to under 9 
years oral dosage is 435 mg every 4 hours 
while symptoms persist not to exceed 
2.175 mg in 24 hours for not more than 5 
days. Children 4 to under 6 years oral 
dosage is 326 5 mg every 4 hours while 
symptoms persist not to exceed 1,632.5 
mg in 24 hours for not more than 5 days. 
Children 2 to under 4 years oral dosage 
is 217.5 mg every 4 hours while symptoms 
persist not to exceed 1,087,5 mg in 24 
hours for not more than 5 days. Children 
under 2 years, there is no recommended 
dosage except under the advice and su¬ 
pervision of a physician. 

(4) Labeling . The Panel recommends 
the Category I labeling for analgesic ac¬ 
tive ingredients. (See part m. paragraph 
B 1. below—Category I Labeling.) In ad¬ 
dition, the Panel recommends the fol¬ 
lowing specific labeling: <i) Warning. 

Do not take this product if you are al¬ 
lergic to salicylates except under the ad¬ 
vice and supervision of a physician". 

<ii> Analgesic equivalence value. In 
the previous discussion on “standard 
strength" dosage forms the Panel made 
clear the need to indicate the quantity 
of choline salicylate per tablet, teaspoon 
or other dosage unit as well as the quan¬ 
tity by which a particular product con¬ 
taining choline salicylate differs per dos¬ 
age unit from the established standard 
of 325 mg sodium salicylate per dosage 
unit, i See Part II. paragraph E. above— 
Standard Dosage Unit and Analgesic 
Equivalence Value.) 

The Panel recommends that products 
containing choline salicylate be clearly 
labeled on the principal display panel: 
'Equivalent to X mg per dosage unit of 
the established standard of 325 mg so¬ 
dium salicylate per dosage unit". The ac¬ 
tual amount of M X” of equivalent anal¬ 
gesic effectiveness for the specific prod¬ 
uct shall be used. The term “dosage unit" 
may be replaced by the applicable dosage 
form such as tablet or capsule. For ex¬ 
ample. a product containing 435 mg cho- 
Hnc salicylate per tablet <dosage unit) 
v haU be labeled. “Equivalent to 325 mg 
per tablet of the established standard of 
325 mg sodium salicylate per tablet". 
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e. Magnesium salicylate. The Panel 
concludes that magnesium salicylate is 
a safe and effective OTC analgesic when 
taken In the recommended dosage of 325 
to 650 mg every 4 hours while symptoms 
persist not to exceed 4,000 mg in 24 hours 
for not more than 10 days. 

(1) Effectiveness. This ingredient has 
been used since 1888 when it was first 
cited in an editorial of Pharmazcutischc 
Post and was used for therapy of typhoid 
fever <Ref. 1). The same year Caldwell 
(Ref. 2) in a review article reported on 
its use as an “intestinal antiseptic" and 
therefore useful in typhoid fever. This 
product was still found in the Afercfc In¬ 
dex. 1930 Ed., where It was described as 
antiseptic, antirheumatic and antidiar- 
rheic and still listed among its uses “ty¬ 
phoid fevers and typhus'* (Ref. 3). 

In a report published in the late 1930’s, 
analgesia is mentioned for the first lime 
by Joseph (Ref. 4). That report consists 
of the experience of a single physician 
with ten of his patients in which magne¬ 
sium salicylate produced a marked an¬ 
algesic effect. In 1967, Stern (Ref. 5> 
compared aspirin with magnesium salic¬ 
ylate and found no statistically signifi¬ 
cant differences in the levels of analgesia 
using these two agents. This study was 
double-blind and analgesia was evalu¬ 
ated in 22 patients with several types of 
arthritis. They concluded that magne¬ 
sium salicylate was preferable to Aspirin 
In conditions requiring long term ther¬ 
apy since it produced less gastrointesti¬ 
nal irritation than Aspirin. 

In an unpublished study performed by 
F. W. McCoy (Ref. C> in 1964. aspirin, 
magnesium salicylate and aspirin plus 
magnesium aluminum hydroxide were 
compared on the basis of salicylate blood 
levels. Although it is known that salicy¬ 
late blood levels do not directly correlate 
with analgesic effects it is interesting to 
note that magnesium salicylate, in spite 
of a greater solubility than aspirin, gave 
**somchow” lower blood levels of salic¬ 
ylate than aspirin. The blood levels of 
salicylate obtained with magnesium 
salicylate were greater than those ob¬ 


tained with aspirin plus aluminum and 
magnesium hydroxides. This is most 
likely due to the buffering of the Aspirin 
formulations by aluminum and mag¬ 
nesium hydroxides. In another unpub¬ 
lished study, the analgesic effectiveness 
of magnesium salicylate w as evaluated in 
42 elderly patients with degenerative 
bone disease. In this double-blind cross¬ 
over study, magnesium salicylate was 
compared to aspirin and placebo. The 
data were analyzed statistically, and the 
conclusions obtained from this study 
were that magnesium salicylate and as¬ 
pirin were equally effective in relieving 
the pain of patients with osteoarthritis 
and that both drugs were superior to 
placebo (Ref. 7), 

Batterman (Ref. 8) reported the use 
of magnesium salicylate in 34 patients 
with rheumatoid arthritis and 27 pa¬ 
tients with degenerative Joint discAse. In 
this study, analgesic and not nnttrheu- 
matic effect was assessed. The data sug¬ 
gest the effective value of this drug as an 
analgesic in the patients tested. 

The Panel concludes that while the 
number of well-controlled clinical stud¬ 
ies are few and mostly unpublished, the 
studies and the other data reviewed by 
tho Panel indicate that magnesium sallc- 
viate ts an effective analgesic and that 
it is comparable to aspirin. However, the 
claim that magnesium salicylate might 
be indicated when aspirin cannot be 
tolerated, remains to be proven. 

<2» Safety. At the present time, there 
Is evidence which indicates that mag¬ 
nesium salicylate is as safe as Aspirin, 
although it has side effects similar to 
aspirin and the other salicylates. Unlike 
aspirin and the other acetyiated salicy¬ 
lates. magnesium salicylate has not been 
associated with reactions causing asth¬ 
matic attacks in susceptible people. In 
addition, magnesium salicylate, os well as 
the other nonacetylated salicylates, are 
not known to affect the platelet adhe¬ 
siveness involved in the clotting mecha¬ 
nism. However, magnesium salicylate in 
large doses does have an effect on an¬ 
other Aspect of the clotting mechanism, 
an hypoprothrombinemic effect. There 
Is evidence of gastric mucosal bleeding 
and Irritation similar to aspirin. 

Unpublished studies on magnesium 
salicylate, utilizing the gAstrocamera, re¬ 
vealed some variation between aspirin 
and magnesium salicylate when irrita¬ 
tion of the stomach walls was assessed. 
Irritation to the mucous membranes of 
the stomach did occur in the presence of 
both drugs (Ref. 9). Other submitted 
studies used radioactlvely-labeled so¬ 
dium chromate Cr , These studies indi¬ 
cated that bleeding also took place in a 
significant number of subjects. There 
was evidence that the amount of bleed¬ 
ing might be less with magnesium salicy¬ 
late than with aspirin (Ref. 10). One 
study that determined magnesium con¬ 
centrations in the blood indicated con¬ 
siderable individual variations which 
were neither consistent nor significant 
(Ref. 11). 

The Panel has reviewed the possible 
systemic toxicity of magnesium ions with 


FEDERAL REGISTER, VOl. 42, NO 131—FRIDAY, JULY t, 19 77 






35420 


PROPOSED RULES 


recommended doses of magnesium salic¬ 
ylate. Unless renal Insufficiency is pres¬ 
ent, toxicity due to the absorption of 
magnesium is unlikely in the recom¬ 
mended dosages of 325 to 650 mg mag¬ 
nesium salicylate every 4 hours not to 
exceed 3,000 mg in 24 hours for not more 
than 10 days (Ref. 12> Absorbed magne¬ 
sium is rapidly excreted, so that hyper¬ 
magnesemia is difficult to achieve by the 
oral route in the presence of normal 
renal function. In renal dysfunction, 
however; hypermagnesemia toxicity may 
occur and a warning is thereforj neces¬ 
sary (Ref. 13). The Panel concludes, 
based on the available evidence, that a 
restriction on the intake of magnesium 
salicylate for normal persons in the rec¬ 
ommended daily dosage is not necessary 
because there is no evidence of possible 
svstemlc toxic effects due to magnesium. 
The amount of magnesium in the recom¬ 
mended maximum daily dosage of 3.900 
mg magnesium salicylate is 26.2 mEq 
magnesium which does not pose any 
safety problem. However, for any prod¬ 
uct containing magnesium in which the 
maximum daily dosage exceeds 50 mEq 
of magnesium, the labeling should con¬ 
tain the warning: "Do not 'take this 
product if you have kidney disease ex¬ 
cept under the advice and supervision of 
a phvsician". 

(3) Dosage. Adult oral dosage is 325 to 
650 mg every 4 hours while symptoms 
persist not to exceed 3.900 mg in 24 hours 
for not more than 10 days. Children 11 
to under 12 years oral dosage is 487.5 mg 
every 4 hours while symptoms persist not 
to exceed 2.437.5 mg in 24 hours for not 
more than 5 days. Children 9 to under 11 
vears oral dosage is 406.3 mg every 4 
hours while symptoms persist not to ex¬ 
ceed 2.031.5 mg in 24 hours for not more 
than 5 days, Children 6 to under 9 years 
oral dosage Is 325 mg every 4 hours while 
sy mo toms persist not to exceed 1.625 mg 
In 24 hours for not more than 5 days. 
Children 4 to under 6 years oral dosage 
Is 243 8 mg every 4 hours while symptoms 
persist not to exceed 1,219 mg in 24 hours 
for not more than 5 days. Children 2 to 
under 4 years oral dosage is 162.5 mg 
every 4 hours while symptoms persist not 
to exceed 812.5 mg in 24 hours for not 
more than 5 davs. For children under 2 
vears. there is no recommended dosage 
except under the advice and supervision 
of a physician. 

<4> Labeling. The Panel recommends 
the Category I labeling for analgesic ac¬ 
tive Ingredients (See part in. paragraph 
B 1. below—Category I Labeling.) In ad¬ 
dition. the Panel recommends the follow¬ 
ing specific labeling: (1) Warning . "Do 
not take this product if you are allergic 
to salicylates except under the advice 
and supervision of a physician**. 

(il> For products containing more than 
50 mEq of magnesium in the recom¬ 
mended daily dosage Warning . "Do not 
take this product if you have kidney 
disease except under the advice and 
supervision of a physician". 

(ill) Analgesic equivalence value. In 
the previous discussion on "standard 
strength** dosage forms the Panel made 
clear the need to Indicate the quantity of 


magnesium salicylate per tablet, tea¬ 
spoon or other dosage unit ss well as the 
quantity by which a particular product 
containing magnesium salicylate differs 
per dosage unit from the established 
standard of 325 mg sodium salicylate per 
dosage unit. (See Part n. paragraph E. 
above—Standard Dosage Unit and Anal¬ 
gesic Equivalence Value.) 

The Panel recommends that products 
containing magnesium salicylate be 
rl«u*iv labeled on the principal display 
panel: "Equivalent to X mg per dosage 
unit of the established standard of 325 
mg sodium salicylate per dosage unit**. 
The actual amount of "X** of equivalent 
analgesic effectiveness for the specific 
product shall be used. The term "dosage 
unit" may be replaced by the applicable 
dosage form such as tablet or capsule. 
For example, a product containing 325 
mg magnesium salicylate per tablet 
(dosage unit) shall be labeled. "Equiva¬ 
lent to 325 mg per teaspoon of the estab¬ 
lished standard of 325 mg sodium salicy¬ 
late per tablet'*. 
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f. Sodium salicylate. The Panel con¬ 
cludes that sodium salicylate is a safe 
and effective OTC analgesic when used 
in the recommended dosage of 325 to 
650 mg every 4 hours while symptoms 
persist not to exceed 4,000 mg in 24 hours 
for not more than 10 days. 


(1) Effectiveness. Sodium salicylate 
had already been in use lor about 25 
years when aspirin was introduced into 
therapy in 1899. Aspirin was introduced 
on the basis that It was more palatable 
and caused less gastrointestinal disturb¬ 
ances than sodium salicylate (Ref. 1 •, 

It has been demonstrated that aspirin 
<acetvlsallcvlic acid) is hvdroly2ed to 
salicylic acid. It has been suggested that 
the latter is the active compound (Ref. 
2). However, the therapeutic effect of 
aspirin as an a analgesic is generally 
recognized as being superior to an equal 
dose of sodium salicylate (Refs. 1 and 2). 

Some researchers using patients with 
cancer pain as well as post p&rtum pa¬ 
tients. have found aspirin superior to 
sodium salicylate when given in equi¬ 
molar doses (Refs. 3 and 4), 

Prey has reported that aspirin was 
more effective than sodium salicylate 
in the treatment of the common* head¬ 
ache (Ref. 5). 

The AM A Drug Evaluations (Ref 6> 
mentions sodium salicylate as an anal¬ 
gesic and states that "• • • it is less 
effective than equal doses of aspirin In 
relieving pain and reducing fever • • •’* 

Woodbury (Ref. 7) cites sodium salicy¬ 
late as one of the two most commonly 
used preparations for analgesic effects, 
the other one being aspirin. 

The Panel concludes that the few 
well-controlled clinical studies, the long 
clinical history of this ingredient's use 
and acceptance in most basic medical 
and pharmacology texts. Indicate that 
sodium salicylate is an effective 
analgesic. 

(2) Safety . The Panel concludes that 
sodium salicylate is as safe as aspirin, 
although It has side effects similar to 
aspirin and the other salicylates. Yet un¬ 
like aspirin and the other acetyiatcd 
ssUcvlates, sodium salicylate has not 
been associated with reactions causing 
asthmatic attacks in susceptible people 
In addition, sodium salicylate, as well 
as the other nonacetylated salicylates, 
are not known to affect the platelet ad¬ 
hesiveness involved in the clotting 
mechanism. However, sodium salicylate 
in large doses does have an effect on an¬ 
other aspect of the dotting mechanism 
an hypoprothrombinemic effect 

Comparison between aspirin prepara¬ 
tions and sodium salicylate in various 
studies reveals some differences of 
opinion in the conclusions drawn by the 
authors. However. It would seem that 
some bleeding from the gastrointestinal 
tract does Indeed take place. 

Grossman et al. reported that sodium 
salicylate, aspirin, and calcium aspirin 
all gave a significant Increase pf blood 
in the stools as compared to the controls 
This was determined using the radioes- 
tlvely-labeled red blood cell technique 
<Ref. 8). Stubbe. Piotersen and Van 
Heulen after studying 130 patients 
found that there was much less blood 
found in the stools when using sodium 
salicylate as compared to aspirin (Rci 
9). Scott et al. in 1961 also reported de¬ 
creased bleeding with sodium salicylate 
as com or red to asnlrin (Ref. 10), 

Leonards and Levy (Ref. 11 > have 
shown that 325 mg sodium salicylate 
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tablets caused a gastrointestinal blood 
loss cl 1.2 ml dally above control values 
but the blood loss produced by 325 mg 
aspirin tablets was appreciably greater, 
5.6 ml dally above control values. 

Furthermore, the effects of prolonged 
salicylate administration on the carbo¬ 
hydrate metabolism of rheumatic fever 
patients ranging in age from 5 to 18 
years have been studied. Glucose or other 
carbohydrates were given orally at a dose 
of 1 g kg after measuring the fasting 
blood sugar. It was found that although 
the fasting blood sugar was lower than 
normal, sugar concentrations determined 
30 and 60 minutes after the carbohydrate 
administration remained abnormally 
high. The single Ingestion of 0.6 g of 
sodium salicylate did not produce these 
changes In glucose metabolism (Ref. 12). 

These latter reports are not sufficient¬ 
ly clear to permit any definitive conclu¬ 
sion to warrant a labeling warning. 

. The Panel has reviewed the relation¬ 
ship between sodium intake and hyper¬ 
tension and found that It is generally 
accepted that sodium Intake is one of 
Beveral factors contributing to the path¬ 
ophysiology of hypertension. In experi¬ 
mental animals, sodium salts may pre¬ 
cipitate marked hypertension In the 
presence of certain endocrine and/or 
renal disturbances. Even In the absence 
of abnormalities, blood pressure increases 
with sodium intake. However, in the 
presence of normal renal function, the 
rise in pressure is moderate (Ref. 13). 
The doubling of salt and water intake 
raises the mean blood pressure in man 
by 10 nun Hg (Ref. 13). Apart from 
hypertension, edema may develop in per¬ 
sons with occult heart failure or renal 
disease with high salt Intake. The prev¬ 
alence of these conditions increases with 
age •Refs. 14. 15. and 16). The recom¬ 
mended maximum dally dosage of 4.000 
mg sodium salicylate contains 25 mEq 
sodium which is sufficiently high to war- 
mat a warning in the labeling. There¬ 
fore, the Panel doncludes that the label¬ 
ing for sodium salicylate shall contain 
the warning: “Do not take this product 
if you are on a sodium restricted diet 
except under the advice and supervisor! 
of a physician’' (Ref. 17). It would seem 
prudent for individuals on sodium 
restricted diets to take another Category 
1 analgesic, antipyretic or anti- 
rheumatic product Instead of sodium 
salicylate to avoid any increase In 
soaiiim intake. 

<3' Dosage. (1) For products contain- 
325 mg prr dosage unit, (a) Standard 
schedule Adult oral dosage is 325 to 650 
mg every 4 hours while symptoms persist 
not to exceed 3.900 mg in 24 hours for 
not more than 10 days. Children ll to 
under 12 years oral dosage Is 487.5 mg 

cr )’ * hours while symptoms persist not 

exceed 2.437.5 mg in 24 hours for not 
more than 5 days. Children 9 to under 11 
'-ear* oral dosage Is 406 3 mg every 4 
nours while symptoms persist not to ex¬ 
reed 2,031.5 mg in 24 hours for not more 
man 5 days. Children 6 to under 9 years 
2“ dosage is 325 mg every 4 hours while 
symptoms persit not to exceed 1,625 mg 
m 24 hours for not more than 5 days. 


Children 4 to under 6 years oral dosage 
is 243.8 mg every 4 hours while symptoms 
persist not to exceed 1,219 mg In 24 hours 
for not more than 5 days. Children 2 to 
under 4 years oral dosage is 162.5 mg 
every 4 hours while symptoms persist 
not to exceed 812.5 mg in 24 hours for not 
more than 5 days. For children under 2 
years, there Is no recommended dosage 
except under the advice and supervision 
of a physician. * 

<b> Nonstandard schedule. Adult oral 
dosage is 325 mg to 975 mg initially, fol¬ 
lowed by 650 mg (10 gr> every 4 hours 
while symptoms persist not to exceed 
3.900 mg in 24 hours for not more than 
10 days. For children under 12 years, 
there is no recommended dosage except 
under the advice and supervision of a 
physician. 

(II) For products containing more 
than 325 mg hut not more than 421 mg 
per dosage unit. Adult oral dosage Is more 
than 325 mg but not more than 842 mg 
initially, followed by more than 325 mg 
but not more than 421 mg every 3 hours 
while symptoms persist not to exceed 
3,789 mg in 24 hours for not more than 
10 days. For children under 12 years, 
there Is no recommended dosage except 
under the advice and supervision of a 
physician. 

(III) For products containing more 
than 421 mg but not more than 485 mg 
per dosage unit. Adult oral dosage is 
more than 421 mg but not more than 
970 mg Initially, followed by more than 
421 mg but not more than 485 mg every 
4 hours or 842 mg but not more than 
970 mg every fl hours while symptoms 
persist not to exceed 3,880 mg In 24 hours 
for not more than 10 days. For children 
under 12 years, there is no recommended 
dosage except under the advice and 
supervision of a physician. 

(Iv) For products containing more 
than 485 mg but not more than 500 mg 
per dosage unit. Adult oral dosage is 
more than 485 mg but not more than 
1.000 mg Initially, followed by more than 
485 mg but not more than 500 mg every 
3 hours or 970 mg but not more than 
1.000 mg every 6 hours while symptoms 
Derate* no 4 , to exceed 4 000 mg in 24 
hours for not more than 10 days. For 
children under 12 years, there Is no 
recommended dosage except under the 
advice and supervision of a physician. 

(v> For products containing more than 
5 00 mg but not more than 650 mg per 
dosage unit . Adult oral dosage Is more 
than 500 mg but not more than 650 mg 
every 4 hours while symptoms persist not 
to exceed 3,900 mg In 24 hours for not 
more than 10 days. For children under 
12 years, there Is no recommended dosage 
except under the advice and supervision 
of a physician. 

(4» Labeling. The Panel recommends 
the Category I labeling for analgesic 
active ingredients. (See part TTI. para¬ 
graph B.l below—Category I Labeling.) 
In addition, the Panel recommends the 
following specific labeling: (i) Warning. 
“Do not take this product if you are al¬ 
lergic to salicylates except under the 
advice and supervision of a physician". 


(ll> For products containing 02 mEq 
<5 mg) or higher of sodium per dosage 
unit. The labeling of the product con¬ 
tains the sodium content per dosage unit 
<e.g., tablet, teaspoonful) if It is 0.2 mEq 
(5 mg) or higher. 

(Ill) For products containing more 
than 5 mEq (125 mg' sodium in the max¬ 
imum recommended daily dosage. Warn¬ 
ing. “Do not take this product if you are 
on a sodium restricted diet except under 
the advice and supervision of a physi¬ 
cian". 

The Panel recommends that all prod¬ 
ucts containing sodium salicylate be 
clearly labeled as containing sodium 
ailicylatc on the principal display panel. 

(a) Products containing the standard 
sodium salicylate dosage unit. The Panel 
recommends that products containing 
only 325 mg sodium salicylate per dosage 
unit be clearly labeled on the principal 
display panel: “Contains the standard 
strength of 325 mg sodium salicylate per 
dosage unit". The term "dosage unit" 
may be replaced by the applicable desage 
form such as tablet or capsule. 

«b) Products containing sodium salic¬ 
ylate in an amount different from the 
standard sodium salicylate dosage unit . 
While the Panel recommends that prod¬ 
ucts contain only 325 mg sodium salicy¬ 
late per dosage unit. If the Food and 
Drug Administration is unable to Imple¬ 
ment this recommendation, the Panel 
recommends that products containing an 
amount of sodium salicylate other than 
325 mg sodium salicylate per dosage unit 
be clearly labeled on the principal dis¬ 
play panel: “Contains nonstandard 
strength of X mg sodium salicylate per 
dosage unit compared to the established 
standard of 325 mg sodium salicylate per 
dosige unit". The actual amount “X“ of 
sodium salicylate for the specific product 
slull be used. The term “dosage unit" 
nuy be replaced by the applicable dosage 
form such as tablet or capsule. . 
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CATEGORY Z LABELING 

The Panel recommends the following 
Category I labeling for analgesic active 
ingredients to be generally recognized as 
safe and effective and not misbranded as 
well as any specific labeling discussed in 
the individual Ingredient statements. 

a. Indications. “For the temporary re¬ 
lief of occasional minor aches, pains and 
headache*'. 

b. Warnings. (1) For products con¬ 
taining any analgesic ingredient. (1) 
“Adults: Do not take this product for 
more than 10 days. If symptoms persist, 
or new ones occur, consult your physi¬ 
cian”. 

(ii> “Children under 12 years: Do not 
take this product for more than & days. 
If symptoms persist, or new ones oc¬ 
cur. consult your physician". 

(2) For products containing salicy¬ 
lates. <i) “Take this product for the 
treatment of arthritis only under the 
advice and supervision of a physician”. 

(11) “Stop taking this product if ring¬ 
ing in the ears or other symptoms oc¬ 
cur". 

(ill) For products intended for oral 
administration as a solid dosage form, 
ejf.. tablets. (a) "Adults: Drink a full 
glass of wnter with each dose". 

(b) "Children under 12 years: Drink 
water with each dose". 

(iv) “ Caution: Do not take this prod¬ 
uct if you have stomach distress, ulcers 
or bleeding problems except under the 
advice and supervision of a physician". 

(v) “ Caution: Do not take this prod¬ 
uct if you are presently taking & pre¬ 
scription drug for anticoagulation (thin¬ 


ning the blood), diabetes, gout or ar¬ 
thritis except under the advice and 
supervision of a physician". 

2. CATEGORY U CONDITIONS UNDER WHICH 

ANALGESIC AGENTS ARE NOT GENERALLY 

RECOGNIZED AS SATE AND EFFECTIVE OR ARE 

MISBRANDED 

Category n Active Ingredients 

The Panel has classified the following 
claimed analgesic active ingredients as 
not generally recognized as safe and 
effective or are misbranded: 

AcetanUld Iodopyrtn© 

Codeine prepare- Phenacetin 
Ilona: Quinine 

Codeine 

Codeine pftoaphste 

Codeine sulfate 

a. Acetanilid. The Panel concludes 
that acetanilid is an effective OTC anal¬ 
gesic when taken in the recommended 
dosage of 200 to 300 mg but Is not safe 
for OTC use. 

(1) Effectiveness. Acetanilid was in¬ 
troduced into medicine in 1886 as an an¬ 
tipyretic. and subsequently in the same 
year its analgesic properties were also 
recognized. Studies, prior to 1946. on the 
pharmacology and toxicology and on the 
analgesic and antipyretic effectiveness of 
this drug were reviewed in detail by 
Gross (Ref. 1). Acetanilid maintained 
“official" status in the United States 
Pharmacopeia through its 14th revision, 
but was deleted from the 15th revision 
in 1955. 

Though acetanilid has long been gen¬ 
erally recognized as an effective analgesic 
and antipyretic, no well-con trolled 
studies of its effectiveness in the clinical 
situation have been reported, and it has 
not been Quantitatively compared with 
aspirin in this respect in controlled tests 
in humans. 

Because of Its relative toxicity com¬ 
pared to other drugs used for the same 
therapeutic purposes there is little or no 
commercial interest in the drug at the 
present time Two industry submissions 
(Refs. 2 and 3) contained only the labels 
of two products containing 120 mg and 
150 mg of acetanilid. respectively, with 
caffeine and other miscellaneous in¬ 
gredient!. No effectiveness or safety data 
were submitted. One of these products 
has been withdrawn from the market. 
Current pharmacology texts consistently 
either ignore acetanilid completely, or 
mention it only as of historical interest 
and condemn its use as an analgesic and 
antipyretic. 

Because of the high incidence of toxic 
side effects and the relatively unfavor¬ 
able margin of safety, the Panel makes 
no recommendations for further studies 
of acetanilid for its analgesic effective¬ 
ness. 

(2) Safety. The Panel concludes that 
acetanilid is not safe for use as an OTC 
analgesic. 

The literature up to 1946 dealing with 
the toxic reactions to acetanilid in man 
has been reviewed in detail by Gross 
(Ref. 1). Though most reported poison¬ 
ing cases were associated with overdosage 
of the drug, the Panel is Impressed by the 
large numbers of poison cases reported 
with a fatal outcome and by the rela¬ 


tively small overdosages that were in¬ 
volved. even as single doses. The Panel 
is further impressed by the apparent aide 
range of individual sensitivity and the 
relatively narrow margin of safety be¬ 
tween the recommended therapeutic dose 
and the toxic dose in sensitive individ¬ 
uals. 

Estimates of lethal, single doses of 
acetanilid in laboratory animals do not 
indicate a high toxicity. For example, 
oral LD»,’s of 323 mg/kg for the mouse 
and 800 and 1,700 mg/kg for the rat have 
been reported. The lethal dose for rabbits 
was estimated to be approximately 1,500 
mg/kg. Dogs and cats exhibited about the 
same sensitivity as the mouse. In man. on 
the other hand, a dose as small as 1.2 g 
(approximately 24 mg/kg) has been re¬ 
ported to cause death, and in a series of 
fatalities described, 4 g (80 mg/kg) was 
the largest dcse. To Illustrate the wide 
range in sensitivity, survival after the in¬ 
take of 30 g has been observed (Ref 1». 

The predominant toxic effects of acet¬ 
anilid in both acute and chronic poison¬ 
ing in man include methemoglobinemia, 
sulfhcmogloblnemia and hemolytic ane¬ 
mia. In chronic poisoning, these effects 
are accompanied by cyanosis, anorexia, 
various psychic and neurologic disorders, 
insomnia and headache. The latter 
symptom tends to lead to further use 
of the drug, which thus becomes habit- 
forming. Evidence of the habit-forming 
properties of acetanilid is reviewed by 
Gross (Ref. 1). 

In man it has been shown that about 
85 percent of an administered dose of 
acetanilid is converted to acetamino¬ 
phen. and about 0 04 percent is metab¬ 
olized to aniline (Ref. 4). The analgesic 
and antipyretic properties of acetanilid 
are attributed to its major metabolite, 
acetaminophen, while the toxic effects 
are attributed to other as yet uniden¬ 
tified metabolic derivatives of the minor 
metabolite, aniline Phenylhydroxyla- 
mlne, a potent methemoglobln former, 
has been postulated as a metabolite of 
aniline which could account for the 
methemoglobinemia caused by acetanl- 
Ud. 

In the final analysis, the metabolism 
of acetanilid through aniline Is held re¬ 
sponsible for the toxic effects of the 
drug. Furthermore. It may be assumed 
that the many individuals who are 
highly sensitive to the toxic action of 
acetanilid have a genetically determined 
capacity to metabolize greater amounts 
of the drug through the aniline path¬ 
way. 

(3) Evaluation. The Panel concludes 
because of the high incidence of toxic 
effects and the relatively unfavorable 
margin of safety that the risks from use 
outweigh any benefit and therefore 
classifies acetanilid not safe for use as 
an OTC analgesic. 
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b. Codeine preparations < codeine . co¬ 
deine phosphate, codeine sulfate ). The 
Panel concludes that codeine is an effec¬ 
tive analgesic when taken In the rec¬ 
ommended oral dosage of 30 to 60 mg 
and is safe for prescription use but be¬ 
cause of its potential for dependence and 
other adverse effects is not safe for 
OTC use as an analgesic. The Panel 
notes that there were no submissions of 
data provided to the Panel, nor was the 
suggestion made through any other 
source, that codeine in effective anal¬ 
gesic doses be considered for OTC use. 

(1) Effectiveness. In a collaborative 
study, cited by Eddy et al. <Ref. 1), the 
oral effectiveness of codeine, aspirin and 
other analgesics was compared in the 
treatment of postoperative pain at sev¬ 
eral U£. Veterans Administration hos¬ 
pitals <Ref. 1). The drugs were admin¬ 
istered when postoperative pain began 
to subside so that parenteral medication 
was no longer needed. Oral doses of 30 
and 90 mg codeine were compared with 
300 and 900 mg aspirin. The studies 
showed the estimated potency of codeine 
to be approximately 10 times that of 
aspirin. These results indicate that the 
effectiveness of 30 to 60 mg codeine as 
an analgesic would be approximately 
comparable' to the recommended anal¬ 
gesic OTC dosage range of 325 to 650 mg 
for aspirin. 

On the other hand. Lasagna (Ref. 2) 
concluded that codeine, orally, was a 
moderately effective analgesic, but not 
superior, on the average to aspirin when 
these drugs are given in the usual doses. 
For short term use. he considered that 
the evidence suggested that aspirin is 
a more reliable and effective agent. 

Codeine Is often combined with anal¬ 
gesia antipyretic drugs for prescription 
use. Eddy et al. <Ref. 1 i cite 25 studies 
on the analgesic effectiveness of codeine 
and codeine combined with aspirin or 
‘V -irin mixtures”. Moit or these studies 
utilized usual analgesic doses <30 to 60 
tng> of codeine alone or in combination, 
and it was concluded that combinations 
of codeine with other drugs were slightly 
more effective than either component 
alone possibly because of different sites 
of action for codeine and the analgesic- 
antipyretic drugs. Four unpublished 
studies using 5 to 15 mg of codeine were 
cited. The results of one study in which 
do?es of 15 to 30 mg codeine were used 
suggested that 15 mg might have some 
analgesic effect. Three studies utilized 5 
ia CCK * elne In combination with 

100 to 400 mg aspirin. The degree of 
pain relief was similar for all doses and 
combinations studied, i.e.. 5 to 10 mg 
codeine combined with 100 to 400 m* 
aspirin w'as no better than 400 mg 
&*Dirin alone. 

The Panel is aware that the Federal 
Controlled Substance Act classifies co¬ 
deine as an Ingredient having dependence 
liability and restricts its OTC sale under 
Schedule V of that act to not more than 
-00 mg 'loo ml container or approxi¬ 
mately io mg to 20 mg codeine/dose and 
then only when it Is combined with 
other nonnarcotic active Ingredients. The 


Pnnel agrees with this limitation on OTC 
sale. The Panel notes that the Advisory 
Review Panel on OTC Cold, Cough. Aller¬ 
gy, Bronchodilator and Antiasthmatic 
Drug Products, in their report published 
in the Federal Register of September 9, 
1976 <41 FR 38312), found codeine suit¬ 
able for OTC use as an antitussive in 
the dosage range of 10 to 20 mg. If the 
studies reported by Eddy et al. (Ref. 1) 
which showed that the potency of co¬ 
deine is approximately 10 times that of 
aspirin are considered, this dosage range 
for ettdeine is approximately comparable 
to a range of 100 to 200 mg aspirin 
which is about Vh of the effective anal 
gesic dosage range of 325 to 650 mg 
aspirin. At the doses permitted to be 
sold OTC, codeine is ineffective as au 
analgesic. 

<2> Safety. The Panel concludes that 
codeine is not safe for use as an OTC 
analgesic. 

Ccdeine is one of the opium alkaloids. 
It was isolated from opium in 1832 (Ref. 
3). It is listed and described in virtually 
every major pharmaceutical text and de¬ 
tails need not be reiterated here. 

The AM A Drug Evaluations (Ref. 4) 
state, “adverse reactions to antitussive 
doses of narcotics occur infrequently 
because the doses used are less than those 
usually given for analgesia” and “De¬ 
pendence liability of codeine is less than 
with morphine or meperidine, and physi¬ 
cal dependence occurs only rarely from 
its use as an oral analgesic; however, 
the abuse of the drug, particularly in th% 
form of cough syrup, is not uncommon.” 

Codeine as a single Ingredient regard¬ 
less of amount is classified under the 
Federal Controlled Substances Act as a 
Schedule II prescriotton (high poten¬ 
tial for abuse) drug. When combined 
with other active medicinal ingredients 
in quantities of not morejthan 1,000 to 
8 . 0 t )0 mg codeine /100 ml container or 
90 mg codeine dosage unit, codeine is 
classified as a Schedule in prescription 
drug. Only in quantities of 200 mg co¬ 
deine /100 ml container or approximately 
10 to 20 mg ccdeine/dose combined with 
other non-narcotic actJve medicinal 
agents is codeine classified as a Sched¬ 
ule V OTC «low potential for abuse) 
drug rnd OTC marketing is permitted. 

While the Panel does not believe that 
codeine has a high potential for the de¬ 
velopment of dependence, serious safety 
considerations of abuse have caused the 
severe marketing restrictions now placed 
upon it. 

<3> Evaluation. The Panel finds that 
ccdfine is an effective analgesic drug at 
the dosage restricted to prescription use 
and at the doses permitted to be sold 
OTC is ineffective as an analgesic. How¬ 
ever, because of the known abuse and 
rotentifti for dependence of this ingre¬ 
dient leading to severe restrictions under 
the Federal Controlled Substances Act. 
the Panel concludes codeine is not safe 
for OTC use as an analgesic and should 
only be used under proper medical su¬ 
pervision. For these reasons, the Pnnel 
recommends that codeine's availability 
for analgesic use continue to be re¬ 
stricted to perserlption use only. 
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c. lodopyrine. The Panel finds that 
there are no data to demonstrate effec¬ 
tiveness and there arc data showing it 
not safe and therefore concludes that 
lodopyrine is not safe and not effective 
for use as an OTC analgesic. 

(1) Effectiveness . No studies were 
found concerning the effectiveness of 
lodopyrine which Is also known as iodo- 
antipyrine. Chemically, lodopyrine is 
the iodide salt of antlpyrine. The sev¬ 
enth edition of the Merck Index rec¬ 
ommended its use as a substitute for 
metal iodides and as an analgesic but 
also cautioned that the drug is capa¬ 
ble of producing lodlsm <Ref. 1). The 
eighth edition of the Merck Index con¬ 
tains no reference to the drug. 

The Panel received only one submis¬ 
sion for an OTC combination product 
containing 30 mg lodopyrine. 870 mg 
antlpyrine and 100 mg ettrated caf¬ 
feine (Ref. 2>. This product has since 
been reformulated without lodopyrine. 
Since the original submission, the drug 
manufacturer has submitted more re¬ 
cent information to the Panel indicat¬ 
ing that the product has been reformu¬ 
lated to contain only 975 mg antlpyrine 
(Ref. 3). The lodopyrine and citratcd 
caffeine have been removed from the 
product. The reasons for the removal 
of the lodopyrine and cltrated caffeine 
were not given. 

The manufacturer had noted In the 
original submission that the combina¬ 
tion had been historically marketed In 
Oermany as an antinsthmatlc product 
TTie manufacturer also acknowledged 
that there Is no known rationale for 
its use in the treatment of asthma but 
that nevertheless millions of doses hAve 
been used for that purpose. However, the 
product is now currently marketed in 
the US. only os an OTC analgesic- 
antipyretic. The manufacturer indicated. 
“We have no new data to contribute 
to the protracted deliberation whether 
caffeine should or should not be in¬ 
cluded in analgesic formulations. Nor 
do we have data substantiating the con¬ 
tribution of lodopyrine to the analgesic 
action of the drug. Suffice it to say that 
halogens have long been used in anal¬ 
gesic combinations and the superiority, 
if any. of lodopyrine arises from its 
contribution of additional pyrazolc along 
with the contained iodine.” 

Since the Panel has been unable to 
find any data to support the effective¬ 
ness of lodopyrine alone or in combina¬ 
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tion as an analgesic, and even the manu¬ 
facturer who previously marketed the 
ingredient could find no data to demon¬ 
strate any effect, the Panel concludes 
that although it may be possible to 
determine by appropriate testing wheth¬ 
er the ingredient has analgesic activity 
or not, the following discussion regarding 
its safety makes iodopyrlne unsuitable 
for clinical study. 

(2) Safety. The Panel concludes that 
iodopyrlne is not safe for use as an 
OTC analgesic. Iodopyrlne is the product 
of a reaction between antipyrine and 
iodine. Free iodide is liberated after oral 
ingestion by humans. The Panel can find 
no rationale for administering a claimed 
analgesic as an iodide salt because of the 
danger of iodism < iodine poisoning). The 
Panel finds that the toxic effects of the 
ingredient are due to the iodide. It should 
be noted that approximately 40 percent 
of Iodopyrlne. on a weight basis, is iodide. 

Iodopyrlne when fed to young rats has 
been shown to retard growth (Ref. 4). 
However, the study did not demonstrate 
any goitrogenic effect. Toxic effects in¬ 
cluded depressed basal metabolic rate, 
poor health and deaths. The drug had 
no effect on the size or morphology of 
the thyroid. Single doses of iodopyrlne 
inhibited the Incorporation of radioactive 
iodine into organic compounds. This 
effect subsided at about the same rate 
as that of comparable doses of iodide. 
It was concluded by the investigators 
that the data suggest that the effects 
of iodopyrlne on the thyroid can be at¬ 
tributed to the release of iodide very 
soon after ingestion. They further noted 
that the effects of iodopyrlne and an 
equivalent amount of iodide are similar, 
suggesting that the only effect of iodopy- 
rine on the thyroid is due to iodide. 

Wilkinson et al. (Ref. 5) have reported 
a case of iodide-induced hypothyroidism 
and dwarfism attributed to the use of a 
combination product containing iodopy- 
rine (identified as 18 mg phenazone with 
12 mg iodide). A 24-year-old male was 
hospitalized with signs of hypothyroid¬ 
ism that had developed gradually over 
3 years. The patient had suffered from 
asthma and had taken the lodopvrine- 
contalning product for 17 years. 3 times a 
day since the age of 7 years until ad¬ 
mittance into the hospital. Earlier, at 
the age of 11 years, he was found to have 
a goiter. Following the clinical diagnosis 
in the hospital of iodide-induced hypo¬ 
thyroidism. the drug was discontinued 
and 5 months later all features of hypo¬ 
thyroidism had remitted. 

The Medical Letter has reported that 
congenital goiter and hypothyroidism 
can result in the fetus when a pregnant 
woman uses iodide-containing drugs 
(Ref. 6). Iodides, themselves, are not 
known to cause malformation of the 
fetus. However, iodides do cross the 
placenta] barrier and after about the 
12th week of gestation are taken up by 
the thyroid. The Medical Letter con¬ 
cluded. that because of these potential 
hazards, prolonged use of iodide prep¬ 
arations should be avoided by pregnant 
women. It was further concluded that 
normal children and adults also carry 
some risk of goiter. 


Morgans and Trotter (Ref. 7) have 
reported the development of goiter in 
three adults who had been taking an 
iodopyrlne-containing combination drug 
product. In all cases, the goiters became 
smaller when the patients were given 
the same product without iodopyrlne. 
The authors also reported that a baby 
whose mother was taking the drug dur¬ 
ing pregnancy had a goiter at birth. 
This later disappeared spontaneously. 
They concluded that iodopyrlne inhibits 
the organic binding of iodine by the 
human thyroid and that the effect of 
the drug on the thyroid is wholly due 
to the iodide liberated shortly after 
ingestion. 

(3) Evaluation, The Panel finds that 
Iodopyrlne is not safe for OTC use 
because of the significantly high avail¬ 
ability of iodide following oral admlnls- 
tlon and increased likelihood of iodism. 
Accordingly, the Panel concludes that 
the risks from use of iodopyrlne out¬ 
weigh any possible benefit and classifies 
the ingredient not safe for use as an 
OTC analgesic. 
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d. Phenacetin. The Panel concludes 
that phenacetin is an effective OTC anal¬ 
gesic but not safe for OTC use because 
of the high potential for abuse, the high 
potential for harm to the kidney and the 
possibility of hemolytic anemia and 
methemoglobinemia resulting from abuse 
and the lack of compensating benefits 
of the dru?. The benefit to risk ratio of 
phenacetin compounds compares unfav¬ 
orably with other single agents and 
combination analgesic preparations 
available to target populations. 

<l) Effectiveness. The nonsalicylate 
phenacetin was first synthesized in 1887 
(Ref. 1>. It was introduced as a thera¬ 
peutic agent before controlled clinical 
trials were established. It was first used 
as an antipyretic and then as an anal¬ 
gesic. Its use has been widespread for 
over 80 years. In contrast to the salicy¬ 
lates. this drug has no anti-inflammatory 
or antirheumatie properties and there¬ 
fore is mostly used for the relief of “ordi¬ 
nary aches and pains” 'Ref. 1). How¬ 
ever. Mandel and Davison (Ref. 1) 
stated: 

Psychologic effect* from acetopbenetldln 
(phenacetin/ are more pronounced than from 
aspirin. Relaxation, drowsiness, and diffi¬ 
culty In mental activity are noted; concen¬ 
tration, attention, and retention are slightly 
Impaired; restlessness to allayed, and 
anxiety to diminished There to no 


euphoria. It to possible that these effect* 
of acetophenetidln, coupled with the pain 
threshold-raising action, are responsible for 
the popularity of the agents as headache 
remedies, especially when tension or anxiety 
is dominant. 

Lasagna and Pearson compared pla¬ 
cebo. 600 mg aspirin, 6C0 mg phenacetin 
and 600 mg acetaminophen In patients 
with postpartum pain (Ref. 2). They 
found that acetaminophen and aspirin 
had comparable analgesia and that this 
effect was superior to that of placebo. 
Phenacetin. although It had a greater 
analgesic effect than placebo, rated well 
behind the other two in analgesic 
activity. 

Moertcl et al. found that in patients 
suffering from pain due to cancer, 650 
mg phenacetin relieved pain in 48 per¬ 
cent of the patients as compared to 62 
percent of the patients receiving aspirin 
<Ref. 3). In their rating system (drugs 
rated 1 to 10 by each patient) phen¬ 
acetin ranked below aspirin and mefen- 
amic acid with all three drugs being su¬ 
perior to placebo. 

Lasagna, Davis and Pearson, compared 
phenacetin. acetaminophen (a metabo¬ 
lite of phenacetin) and placebo in a 
group of patients with postpartum pain 
• Ref. 4). The authors concluded that 
their data showed no overall advantage 
of phenacetin over acetaminophen, and 
they showed that both drugs were su¬ 
perior to placebo for the relief of pain. 

Mandel and Davison state that in 
human volunteers given 300 mg phen¬ 
acetin the “height and duration” of the 
pain threshold-raising effects are of the 
same order as those of aspirin, but they 
are careful to mention the “unreliabil¬ 
ity*' of pain threshold measurement* 
(Ref. 1). 

(2) Safety. (1) Shorf-ferwi use . Short¬ 
term use of phenacetin at recommended 
doses for a period of 10 days seldom re¬ 
sults in serious toxicity in adults. Even 
large doses are well-tolerated by adults 
and fatalities following acute overdose 
are rare. Complete recoveries have oc¬ 
curred following acute overdoses of as 
much as 50 to 80 g (about 200 to 300 tab¬ 
lets) 'Refs, 5 and 6>. However, serious 
blood disorders such as methemoglo¬ 
binemia and hemolytic anemia can be in¬ 
duced in infants with only one or two 
usual doses and can be life-threatening 
(Refs. 7 and 8). This Is because hemo¬ 
globin (the oxygen carrying component 
of the blood) of an infant at birth is 
twice as sensitive to the effects of pher - 
acetin as that of an adult (Ref. 9). This 
highly sensitive fetal blood component 
is almost completely replaced with adult 
type hemoglobin within the first 0 
months of life (Ref. 8). Consequently 
ingestion of phenacetin during preg¬ 
nancy can result in effects on the blood 
of an unborn child. 

A 28-year-old pregnant weman. who 
“for some months” had ingested up to 
20 tablets daily of an analgesic com¬ 
pound containing 250 mg phenacetin 
entered the hospital with sulfhexnoglo- 
binemta. Heinz bodies, and hemolytic 
anemia. The woman gave birth 4 hour> 
later and the infant had methemoglo¬ 
binemia. Heinz, bodies and marked ery- 
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throblasto&is. Iron deficiency anemia 
persisted for 7 months in the infant 
<Ref. 10). 

(il) Adverse effects of long-term use . 
Unlike short-term use of phenacetin, 
which is relatively safe, long-term use is 
unsafe and can result in hazardous ef¬ 
fects to the urinary tract, blood, gastro¬ 
intestinal and central nervous systems. 
Chronic use is usually a result of abuse 
probably due to the well-documented 
central nervous system effects of phen¬ 
acetin (Ref. 11). 

Of particular significance and concern 
to the Panel in arriving at its conclu¬ 
sions on the safety of phenacetin is the 
evidence associating excessive chronic 
Ingestion of phenacetln-containing anal¬ 
gesics with life-threatening urinary 
tract and kidney disease (renal papillary 
necrosis. nonobstructive interstitial 
nephritis, calcification), and cancer of 
the kidney and bladder. 

The correlation between excessive in¬ 
take of analgesic mixtures and kidney 
damage, first observed in Switzerland in 
1963 <Rcf. 12). has now been extensively 
studied. The fact that phenacetin-con- 
t&inlng analgesic products have been al¬ 
most universally associated with cases of 
renal papillary necrosis, a form of kid¬ 
ney disease, throughout the world, has 
led several countries including Denmark, 
Sweden. England and Canada, to limit 
the availability of analgesic preparations 
containing phenacetin on the self¬ 
therapy market. 

A thorough review of the literature on 
the relationship between phenacetin and 
severe renal disease has been made by 
the Panel and submitted to outside sta¬ 
tistical evaluation. Numerous experts 
have appeared before the Panel to dis¬ 
ci^ these and other unnublished studies. 
In addition, the Panel has collected new 
information from a variety of sources in¬ 
cluding kidney dialysis centers and regu¬ 
latory agencies of other countries (Refs. 
13 and 14). 

In the ODinion of the Panel, the evi¬ 
dence relating phenacetin to severe renal 
disease now derives from a world body 
of Dublished reports so numerous and 
varied in design that the possibility of 
coincidental association is negligible and 
requires that rhenacelin be removed 
from the OTC drug market. 

There is a view set forth in material 
mbraltted to the Panel that phenacetin 
should not be singled out as the causa¬ 
tive agent in analgesic combination pro¬ 
ducts because other agents in analgesic 
combinations, such as aspirin or aceta¬ 
minophen. have been shown to produce 
kidney damage when used alone in man 
and animals, whereas phenacetin alone 
has rarely been shown to produce kid¬ 
ney damage in man (Ref. 15). The Panel 
does not agree with this argument be¬ 
cause there are now thousands of re¬ 
ported cases of kidney disease associated 
with the use of phenacetin-containing 
mixtures, while there are probably no 
more than ten well-documented cases of 
analgesic-induced kidney disease in the 
world literature that can be definitively 
associated with abuse of all other single 
agent products or combination analgesic 


products not Involving phenacetin, even 
though these products are extensively 
used throughout the world. The Panel 
has discussed the adverse effects of as¬ 
pirin on the kidney elsewhere in this doc¬ 
ument (See part III. paragraph B.l.a 
<2><vi> above—Adverse effects on the 
kidney.) 

From the point of view of safety of 
phenacetin, whether it causes kidney 
disease itself, augments effects of other 
active ingredients or increases the use of 
other nephrotoxic agents, it is the Panel's 
opinion that prolonged excessive inges¬ 
tion of any common analgesic product 
containing phenacetin will significantly 
Increase the probability of serious kidney 
disease and premature death. These 
levels and duration of ingestion, far ex¬ 
ceeding label directions for use of such 
analgesic mixtures, are indicative of a 
serious potential for abuse problem that 
the Panel believes Is associated with CNS 
effects of phenacetin and other compon¬ 
ents of such mixtures. This is especially 
true for powder formulations. 

Phenacetin is virtually never used as 
a single agent in the U.S. or any other 
country. It is almost always commercially 
available and used only in combinations 
containing other analgesic compounds. 
Obviously, since the actual use of phen- 
acetin as a single entity is rare, it could 
not be expected that renal disease result¬ 
ing from its use alone would occur or be 
reported. It should be noted though that 
at least one case allegedly Involving only 
phenacetin has been reported <Ref. 15). 
Although epidemiological or experi¬ 
mental studies on the effects of phen¬ 
acetin alone in producing renal disease in 
man are not available or feasible, sev¬ 
eral other types of evidence indicate the 
major involvement of phenacetin in an¬ 
algesic-induced renal disease. 

In several major industrialized coun¬ 
tries. where kidney disease induced by 
analgesic abuse has been a problem, 
many analgesic mixtures have been in¬ 
volved. Phenacetin has been the common 
denominator of analgesic products re¬ 
sponsible for the problem. In the U5., 
available data also Indicate that phen- 
ace tin-con tabling products are involved 
in almost all reported cases of analgesic- 
induced kidney disease (Ref. 13). 

In addition to phenacetin being in¬ 
volved Qualitatively as the common de¬ 
nominator, data from several countries 
show similar quantitative relationships 
between the dose of phenacetin required 
to produce a given degree of kidney in¬ 
jury or incidence of kidney disease, ir¬ 
respective of the dose of other agents 
Involved <Ref. 16). 

Retrospective case control studies in¬ 
dicate that total doses of 2 to 4 kg phen¬ 
acetin over a period of about 10 years 
would result in approximately a 70 per¬ 
cent probability of renal papillary ne¬ 
crosis. The probability of death due to 
kidney failure in patients with degenera¬ 
tion of the part of the kidnev affected 
by phenacetin is about 30 to 40 percent. 
This incidence appears to be similar for 
ail mixtures of phenacetin regardless of 
whether they contain aspirin, antipyrine. 
or caffeine. 


Several different types of studies con¬ 
sistently suggest temporal and dose rela¬ 
tionships between phenacetin ingestion 
and renal dysfunction. In the opinion of 
the Panel, and consulting reviewers, 
studies following changes in renal func¬ 
tion in the same Individual or groups of 
individuals when phenacetin is removed, 
replaced, or readministered provide 
strong evidence for a direct causal effect. 
Followup studies in countries after com¬ 
plete removal of phenacetin from non- 
prescription use have shown a decrease 
in the incidence of kidney damage asso¬ 
ciated with analgesic abuse as will be dis¬ 
cussed later in this document. <See part 
in. paragraph B.2 d.(2> <ii> (6> below— 
Evidence for a relationship between 
phenacetin abuse and kidney disease.) 
Tills not only supports the assumption of 
causality but also the conclusion that re¬ 
moval from OTC drug status would be 
beneficial. Data collected from kidney 
dialysis units In the U.S. and previous 
autopsy studies suggest the incidence of 
analgesic-induced kidney disease to be 
significantly high to warrant the Panel's 
action to recommend restriction of this 
drug from the OTC drug market (Ref. 
13». 

The Panel further believes that these 
data provide the same early warning 
indications seen in other countries just 
before analgesic-induced kidney disease 
was diagnosed as a major public health 
problem. The "lag time" between several 
initial diagnoses of analgesic-induced 
kidney disease and the realization that in 
fact the problem was widespread is what 
most concerns the Panel. While there 
are not large numbers of cases of anal¬ 
gesic-induced kidney disease being pres¬ 
ently reported in the U.S., the Panel 
believes that if the medical community 
were aware of this problem and looked 
for this type of kidney disease, the inci¬ 
dence of analgesic-induced kidney dis¬ 
ease would in fact be found to be a major 
public health problem in the U.S. 

The following sections provide more 
detailed examination and documenta¬ 
tion of the available data supporting 
these conclusions. 

«a> Central nervous system effects. 
The central nervous system effects of 
phenacetin appear to be a mAjor factor 
in the chronic abuse of combinations 
containing this drug. The habituation 
potential has been noted by several au¬ 
thors * Refs. 17 through 20). 

Most chronic phenacetin takers have 
used the drug for nonanalgesic purposes. 
This is probably due to its euphoric and 
stimulant effects. For example, analgesic 
kidney disease has occurred most often 
in middle-aged women with an anxiety 
syndrome <Ref$ 5. 6. 11. 15. and 17 
through 20* or in male factory workers 
who have taken the drug as a stimulant 
to increase work output. The latter group 
includes Sw’iss watch workers *Ref. 11). 
Huskvama factory workers <Ref. 12) 
and workers in the southern part of the 
U S. <Ref. 11>. 

Krumholz. Sheppard and Merits found 
tearfulness and depression were more 
effectively reduced bv a phcnacetin- 
conlaming product than by aspirin, 
placebo or a mild tranquilizer *Ref. 21). 
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Eade and Lasagna <Ref. 22) compared 
the subjective effects of phenacetin and 
acetaminophen in 20 normal male volun¬ 
teers. Phenacetin depressed mood, 
energy and mental activity. It was as¬ 
sessed as a drug with a striking effect 
while acetaminophen and aspirin did not 
differ from a placebo. It Ls of interest that 
this Is the only study found in which a 
depressant effect was noted rather than 
euphoria or stimulant effects which have 
been noted by Zeman <Rcf. 19), Moesch- 
lin (Ref. 5). and Oscll, Kielholz and 
Hegg (Ref. 23). 

The acute central nervous system 
<CNS) effects appear to be due to a direct 
effect of phenacetin rather than the ef¬ 
fect of its metabolite, acetaminophen. 
This was demonstrated by Prescott et al. 
(Ref. 24) who studied phenacetin and 
acetaminophen blood levels and CNS 
effects resulting from administration of 
different formulations containing phena¬ 
cetin. In this study the peak blood levels 
of phenacetin correlated very well with 
the appearance of CNS effects while 
maximum blood levels of acetaminophen 
were usually achieved at>a stage when 
the CNS effects were diminishing. 

There appears to be a dual liability in¬ 
volved in the central nervous system ef¬ 
fects of phenacetin. Initially the drug 
may be taken for pain or for the CNS 
effect of phenacetin as a "pick-me-up” 
or stimulant. After prolonged use. how¬ 
ever. chronic headache, fatigue and 
apathy begin to appear (Refs. 5. 19. and 
25). Individuals with these symptoms ex¬ 
perience temporary relief shortly after 
taking phenacetin but these symptoms 
then reappear. Abnormal (epileptiform 
activity) brain EEO patterns 'Ref. 25), 
and psychic symptoms including insta¬ 
bility, disordered volition and acute dis¬ 
turbances may occur (Ref. 23». However, 
all these effects generally decrease or 
disappear when phenacetin is discon¬ 
tinued. 

Schwelngrubcr found neuropsychlat- 
ric symptoms in 28 percent of all phen¬ 
acetin abusers (Ref. 26>. 

Murray and coworkers <Ref. 27) found 
a high Incidence of abuse of phenacetin- 
containing preparations In psychiatric 
patients. Sixteen of 181 patients <9 per¬ 
cent) took an average of 5.2 kg aspirin 
1 1.3 to 16 kg range) and 3.3 kg phen¬ 
acetin (1.5 to 11 kg range). An additional 
26 patients (14 40 percent) had taken 
analygesic products daily for 6 months. 
In virtually all cases the products were 
taken for psychological rather than 
analgesic effects. 

ib) Ei:idence for a relationship between 
phenacetin abuse and ktdney disease. 1 1 > 
Epidemiological studies. Evidence that 
ingestion of phenacetin-containing an¬ 
algesics can result in renal disease can 
be obtained from either epidemiological 
studies or direct experimental studies. 
For ethical reasons direct experimenta¬ 
tion Is generally possible only in animals 
which without collaborative studies in 
humans are usually inconclusive. 
Therefore, the primary evidence regard¬ 
ing the role of phenacetin in kidney 
disease must be derived from a variety 
of epidemiological studies. These are 


generally retrospective case-control 
studies in which patients with renal dis¬ 
ease (cases) arc compared with patients 
who do not have renal disease (controls) 
relative to the frequency or degree of 
drug intake. 

Several types of epidemiological 
studies (Refs 12. 16. 22. and 28 through 
46) of possible relationships between 
phenacetin-containing compounds and 
kidney disease wrerc initially selected by 
the Panel for detailed study for one or 
more of the following reasons: The 
studies were carried out over a period of 
10 years, 1962 to 1972. in several different 
countries: the conclusions of many of 
these studies were instrumental In the 
decision of various countries to remove 
phenacetin from nonprescription use: in 
most of the studies, large numbers of 
patients and controls were studied and 
statistical evaluation of the data was 
possible; and several types of experi¬ 
mental design models were used to assess 
drug intake and renal disease variables. 
The re fort, extraneous variables, sources 
of possible bias, and deficiencies in ex¬ 
perimental design would be expected to 
be different In the various studies. 

The association betw r een renal disease 
variables and drug intake variables have 
been established by showing that the in¬ 
cidence of kidney disease is higher in 
people who abuse analgesics (abuse is 
usually defined as a total intake of 1 kg 
or greater). This has been shown by 
many investigators including Nordenfelt 
and Ringortz (Ref. 47>, Larson and Mul¬ 
len <Rcf. 48), Gault. Rudwal and Red¬ 
mond <Ref. 49>. Burry (Ref. 16), and 
Murray. Lawson and Linton (Ref. 38). 
In addition, the incidence of analgesic 
abuse is higher in people who have renal 
disease. This relationship has been shown 
D> Olafsson. Gudinundcson and Brekkan 
(Rci. 50>. Wilson (Ref. 41), and Murray 
and Goldberg (Ref. 15). 

Even though a statistically valid asso¬ 
ciation between tw’O variables may be 
shown, this does not necessarily prove 
that a caural relationship exists in which 
one variable is the direct consequence of 
the other. 

To prove that a cause and effect rela¬ 
tionship exists between two variables in 
ar e~ ilemiological case-control study, it 
is necessary to show’ that all other inter¬ 
acting variables are constant and are the 
nme in the patient and control popula¬ 
tions. This is usually not possible in the 
c!inlcil setting. 

There are other types of analysis which 
take into consideration well-established 
pharmacological principles relating to 
dose-reponse relationships as a function 
of time, that can be used to examine 
causa* relationships between drug intake 
rrd drug effect. If a true causal relation¬ 
ship exists between some function of drug 
intake (independent variable) and some 
measure of renal disease (dependent 
variable), then the following relation¬ 
ship; between the drug intake and renal 
dtroare variables would be expected: If 
the variables are continuous functions, 
le.. not oll-or-none phenomena, then a 
correlation should exist between the de¬ 
gree of drug use (rate or total amount of 
drug intake) and the degree or incidence 


of renal dysfunction. Evidence for a con¬ 
tinuous dose response curve has been 
given by Grimlund (Ref. 12», Burry and 
coworkers (Ref. 16). and Olalsson. 
Gudmundssen and Brekkan (Ref. 50); tf 
both events are reversible then a change 
in the independent variable (drug in¬ 
take) should be followed by a corre¬ 
sponding change In the dependent vari¬ 
able (degree incidence of renal disease). 
This has been shown In individuals (Refs. 
31, 33, 35. 37. 38, and 41) and large popu¬ 
lations (Refs. 12 and 39> w r hen phen¬ 
acetin Is withdrawn: a history of drug 
intake «the independent variable) should 
precede the onset of renal symptoms (de¬ 
pendent variable). and a similar lag time 
should be observed between changes in 
intake and changes in the degree of renal 
function in an individual or changes in 
the incidence of renal disease in a popu¬ 
lation. Several examples of this tvpe of 
data were found (Refs. 12, 39. and 43>. 

Studies that provide data which meet 
these criteria and provide convincing 
evidence of a causal relationship be¬ 
tween phenacetin ingestion and kidney 
disease are discussed below. 

The detailed, continuing studies of 
employees of a large company and other 
residents of Huskvama, Sweden, pro¬ 
vide some of the most significant epide¬ 
miological Information regarding phen¬ 
acetin abuse and its consequences (Ref. 
12). This community provides data to 
assess the correlations between the de¬ 
gree of analgesic intake, incidence of 
renal dysfunction, and the disease prog¬ 
nosis. the time involved in developmer* 
of nephropathy (kidney disease). and the 
effect of removal of phenacetin from the 
OTC drug market on the degree of anal¬ 
gesic abuse and the incidence of kidney 
disease. These data present very strong 
evidence for the association between 
phenacetin-containing analgesic prod¬ 
ucts and kidnev damage 

The town of Huskvama had a popula¬ 
tion of 13.000 in 1963. Three thousand 
of these worked at the Huskvama Fac¬ 
tory which manufactures aDpllances. 
guns, small machinery, etc. Following an 
influenza epidemic in 1918 to 1919. Dr 
Hiorton. a leading town physician, in¬ 
troduced a product containing 500 mg 
phenazone • antipyrine). 500 mg phena¬ 
cetin and 150 mg caffeine which Im¬ 
mediately gained widespread acceptance 
and began to be widely misused. 

The use of the product apparently was 
primarily to increase working ability at 
the Huskvama Factory where its virtue 
were extolled by senior workers to new 
apprentices. Fifty years later, a serious 
attempt was made through advertising 
and lectures to decrease use of the prod¬ 
uct. The consumption continued un¬ 
abated. When phenacetin was removed 
from this product in 1961, most habituui 
users kept taking the product and esti¬ 
mates of sales figures at pharmacies in¬ 
dicated the high consumption of the 
product had not been significantly 
changed even though users knew it had 
been altered and stated it did not have 
as satisfactory an "effect” as the previ¬ 
ous preparation. 

Phenacetin was removed from thi* 
product as a result of the action of the 


FEDERAL REGISTER, VOL 47, NO 131—FRIDAY, JULY 8. 1977 







PROPOSED RULES 


35427 


Jnehtruce of remat HytfuncUm i trith ingcttion of phruacctin 
fin percent) 


I’benaoetin—amount - , 


0 

I lo4kx 

fttoDkf 

10 to 29 kg 

Incidence in total population.. _ __ 

Incidence of inrn*a>d serum creatinine (miUifnun percent) 

TWO 

117 

4.4 

IT 

in croup... 

Incidence of reduced eoMcrntratinf ability to group_. 

2.4 

14 

ec 

sn.n 

62.0 

7ft. 0 
710 


<itf> The degree of elevated senun creatinine correlated with the prognosis of 
recovery or death In the patients Is summarized In the following table: 

CorrtfntioH of *rrum errattnipe to patient provnoni* 

[In permit] 


Serum creatinine (mUlicnun percent) 

Total 

Recovery 

rnrltanired 

Deteri ora¬ 
tion 

Dnath 

IS to2.5...™.. . 

04 

21 

14 

1\0 

21.4 

0 

3X0 

21ft 

0 

Vi n 

a a 

2 «to as.. . . 

419 

212 

4* 1 
7.0 
7R.0 

Total.. 

100 

4ft. V 

tin 

m n 

u n 



11 n 


Swedish government in 1981, which re¬ 
moved phenacetin from all OTC prod¬ 
ucts. Consequently, the consumption of 
phenacetin-containing tablets and pow¬ 
ders fell from 31.4 million units in 1959 
to 1.8 million in 1962. Nordenfelt (Ref 
39 > evaluated the efTect of removal of 
phenacetin from the OTC drug market 
by following all deaths from uremia 
(blood poisoning due to kidney failure) 
from 1960 to 1970 in Jenkoping County 
Hospital <the hospital which normally 
received Huskvama residents). Defini¬ 
tive diagnosis of uremia was made on 
autopsy of 180 patients. 66 (47 percent) 
of whom were abusers of analgesic drugs. 
The ratio of men to women was consist¬ 
ent with earlier years (64 men, 22 wom¬ 
en ‘ and 45 of the men were Huskvama 
workers. 

The number of deaths of abusers did 
not diminish until 1968 which is con¬ 
sistent with the lag time of 6 to 6 years 
observed by others. In 1970 only 3 deaths 
due to uremia were noted. 

This study show*ed that while removal 
of phenacetin from the OTC analgesic 
market did not affect the degree of anal¬ 
gesic abuse, the incidence of kidney 
damage dropped significantly. 

Studies in Huskvama also provide data 
which strongly suggest that the high 
female to male ratio of analgesic kidney 
injury in other countries is due most 
likely to a difference in the incidence of 
abuse rather than susceptibility 6lnce in 
this town it was the male workers who 
used phenacetin compounds in large 
quantities. 

The study of Grimlund, the Huskvama 
factory physician, provides a clear cor¬ 
relation between the degTee of drug in¬ 
take and the incidence of kidney impair¬ 
ment measured by two renal function 
variables, the inability to concentrate 
urine and increased serum creatinine 
‘greater than 1.5 percent is a measure of 
uremic blood poisoning), Grimlund <Ref. 
12' also carried out a prospective follow¬ 
up study on 64 patients with serum 
creatinine levels above 1.5 percent 
‘uremic blood poisoning) over a period 
of time from 18 months to 4 years. There 
was a correlation between the degree of 
elevated serum creatinine and prognosis 
in patients. Three types of relationships 
were established by the Grimlund study 
and are summarized 8S follows: 

(if In 936 representative Huskvama 
employees in apparent good health, it 
wua found that renal function was re¬ 
duced in 34 percent of phenacetin takers 
but only in 2.4 percent of nonphenacetin 
takers. 

*ti) The incidence of renal dysfunc¬ 
tion. as measured by serum creatinine 
decreased concentrating ability, in¬ 
creased proportionately to the amount of 
phrnacetin ingested, and is indicative of 
g dose-response relationship (Ref. 12), 
The following tabic summarizes these 
findings: 


In addition to an evaluation by the 
Panel, several of these studies were also 
submitted to two consultant review 
groups (Refs. 51 through 53) for an in¬ 
dependent evaluation of the validity of 
statistical procedures and factors in the 
experimental design which would sup¬ 
port or invalidate the conclusions of the 
studies. Evaluations of the studies by the 
two groups were carried out independ¬ 
ently. 

Based on the studies reviewed, one 
group concluded that there is an associa¬ 
tion between the use of phenacetin-con¬ 
taining analgesic compounds and kidney 
disease and that statistically there is an 
increased incidence of kidney disease in 
abusers of phenacetin compounds com¬ 
pared to nonabusers and decreased renal 
function in abusers compared to abusers 
who cease abuse. This group felt that 
Grlmlund’s study of the Huskavama 
workers (Ref. 12» provided the strongest 
evidence for association between phen¬ 
acetin compounds and nephropathy 
(Ref. 52). 

The second consultant review group 
concluded that the paper by Waters (Ref. 
45> represents the only paper out of the 
14 reviewed which does not support a re¬ 
lationship between analgesic consump¬ 
tion and renal damage. The remaining 
papers all tend to support a relationship 
between phenacetin-containing com¬ 
pounds and renal damage (Ref. 53). 

Based on experimental design, the 
strongest evidence, in their opinion, were 
the studies by Bell and coworkers, (Ref. 
34). Pearson (Ref, 32). and Wilson (Ref. 
41) which rely on the patient os his own 
control and where improvement in the 
patient's renal condition occurred once 
the analgesic abuse was stopped. 

A common variable which might bias 
correlations between the amount of drug 
used and nephropathy Incidence would 
be the age of the patient. As age In¬ 


creases. a person is more likely to have 
renal disease and is more likely to have 
consumed more analgesics which could 
give a false correlation unless a control 
group was used which was matched rela¬ 
tive to age This criticism is given by one 
of the consultant review' groups as a ma¬ 
jor factor in evaluating the dose-response 
data in Grimlund's study (Ref. 12r 
While the age factor conceivably could 
have biased the relationships shown by 
Grimlund. it is highly* unlikely that the 
correlations were spurious due to the age 
effect because the magnitude of the 
changes in drug intake or renal function 
is much greater than would be expected 
due to increased age alone and also be¬ 
cause in other detailed studies there has 
been no correlation between the age of 
paMents. duration of use. or incidence of 
use. 

An analysis of the data of Bell and 
coworkers (Ref. 34) shows no correla¬ 
tion between age (average 57 years, 
range 33 to 70)*. duration of use (aver¬ 
age 12 years, range 0 to 23 years) and 
phenacetin total dose (average 5.6 kg. 
range 2.2 to 12.0 kg». The average age 
of patients in Grimlund's study was 63 
years. 

Several other researchers have found 
a correlation between the degree of 
phenacetin intake and probability of se¬ 
rious kidney damage (Refs. 16. 34 and 
38). 

The prospective autopsy study of 
Burry, de Jersey and Weedon (Ref. 16) 
provides significant evidence for phen¬ 
acetin involvement in renal papillary ne¬ 
crosis Pathological diagnosis and degree 
of analgesic consumption, os determined 
by questioning the next of kin. were de¬ 
termined independently. In 507 autopsies 
when other possible reasons for renal 
papillary necrosis (obstruction, diabetes, 
and papillary amyloidosis) w'ere ex-, 
eluded, severe papillary necrosis (42 
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cases) correlated with heavy phenacctin 
abuse <2 to4 kg total*. 

This retrospective case-control study 
indicated that total doses of 4 0 kg would 
result In a 73 percent probability of re¬ 
nal papillary necrosis (kidney damage). 
The probability of death in patients with 
papillary necrosis was 37 percent. This 
is similar to the findings of Bell, Kerr. 
Swinncy and Yeates, who reported that 
29 percent of patients with renal papil¬ 
lary necrosis associated with phenacctin 
abuse died of renal (kidney) failure 
(Ref. 34). Murray, Lawson and Lenton 
(Ref. 38) found that total analgesic in¬ 
take greater than 1 kg resulted in the 
finding of renal papillary necrosis < kid¬ 
ney damage) in 85 percent of autopsies; 
26 percent of these patients died of ure¬ 
mia (uremic blood poisoning) due to kid¬ 
ney failure. Olafsson. Oudmundsson and 
Brekkan (Ref. 50) have also shown a 
correlation between increased intake of 
phenacctin compounds and decreased re¬ 
nal function. 

A change in renal function In Individ¬ 
uals following a change in drug Intake 
has been shown in several studies. The 
effect of substituting aspirin for phen- 
acetin in products used by analgesic 
abusers was studied by Murray. Lawson 
and Lenton (Ref. 38). The study took 
advantage of a change in formulation of 
two pow ders which were among the mo6t 
commonly abused compounds in Scot¬ 
land and In which phenacetin was re¬ 
moved and aspirin substituted. Other 
preparations which retained phenacctin 
provided a basis for comparing asplrln- 
phenacetln compounds with preparations 
containing aspirin only. As seen in other 
studies, the lag time after removal of 
phenacetin until changes in the inci¬ 
dence of renal disease (nephropathy) 
w f cre observed was found to be from 4 to 
3 years. Renal function of those who 
continued to abuse analgesics contain* 
ins aspirin only or aspirin with phenac¬ 
ctin as measured by creatinine clearance 
continued to deteriorate. The study 
showed that renal function continued to 
deteriorate when aspirin-containing 
products were abused but the rate of 
progression was significantly less rapid 
• 4 9 ml minute year compared to 12.9 
ml minute/year) for phenacetin com¬ 
pounds 

Furthermore, the incidence of deaths 
due to uremia w r as less <3 out of 12 pa¬ 
tients) in patients taking nonphcnacc- 
tin-containing products than the number 
of deaths in patients taking products 
containing phenacetin (9 out of 14 pa¬ 
tients). and the total number of new 
cases was reduced- 

Bell and coworkers substituted acet¬ 
aminophen for phenacetin in 5 patients 
with renal disease <0.5 to 6 g acetamino¬ 
phen daily) and aspirin for phenacetin 
in 2 patients (0.1 to 1 8 g aspirin daily) 
with no apparent difference in renal 
function from that seen in patients with 
total withdrawal of analgesics <Ref. 34). 

Evidence of the beneficial effects of re¬ 
moval of phenacetin from the OTC drug 
market can also be seen in countries 
which have removed phenacetin from 
nonprescription use. The total with¬ 


drawal of phenacctin compounds from 
the OTC drug market has resulted in sig¬ 
nificant decreases of renal disease in 
Sweden and Denmark. 

As a basis of comparison, in Australia 
and Switzerland, countries which have 
attempted public education on the haz¬ 
ards of analgesic abuse but have not re¬ 
stricted nonprescription use of phenace¬ 
tin compounds, the incidence of analge¬ 
sic-induced renal disease has not 
changed appreciably in spite of the wide¬ 
spread awareness of the problem <Ref. 
14). 

In 8weden, Bengtsson (Ref. 28) re¬ 
ported that following restriction of OTC 
drug sales in 1961, consumption de¬ 
creased 10 fold and the incidence of renal 
disease decreased from 58 percent in 1961 
to 25 percent In 1965 and according to 
Nordenfelt continued in a favorable di¬ 
rection after 1965 (Ref. 39). 

In Denmark, it has been reported that 
the Incidence of renal papillary necrosis 
in all deaths due to renal disease de¬ 
creased when phenacetin compounds 
were removed from nonprescription use 
(Ref. 43*. 

In Switzerland, where nonprescription 
phenacctin compounds are still available, 
the deaths due to uremia have not 
changed during the period from 1966 to 
1971. The total number of uremic deaths 
each year during this period w T ere 73. 71, 
69. 70. and 68, respectively (Ref. 14). 

Australia has been cited as an example 
of a country where the removal of phen- 
acetin compounds from the OTC drug 
market has not modified the incidence of 
analgesic nephropathy. The Panel finds 
that statements of this nature are a mis¬ 
representation of the actual facts since 
phenacetin compounds have never been 
actually withdrawn from the OTC drug 
market in Australia. In 1966. phenacetin 
compounds were withdrawn from the 
public health list which simply prevents 
payments for these products from Na¬ 
tional Welfare funds. Phenacetin-con¬ 
taining products are at least as readily 
available for unlimited self-treatment as 
they are in the U.S. (Ref. 34). The Panel 
was unable to find any evidence that the 
act of excluding phenacetin compounds 
from free payment on the National 
Health list or the public education cam¬ 
paign resulted in any change in the in¬ 
gestion habits of the analgesic abusers or 
the increasing incidence of analgesic 
renal disease in Australia. 

As briefly mentioned above, the lag 
time between ingestion of drug and the 
appearance of kidney effects is relatively 
long and provides further evidence of a 
causal relationship between chronic 
phenacetin intake and analgesic-lnduccd 
kidney disease. Burry and others noted 
that in 52 cases of analgesic nephropathy 
Involving patients consuming greater 
than 2 kg phenacetin total, only 1 of 19 
deaths occurred In less than 10 years. 
Severe renal damage was rarely seen in 
les* than 5 years (Ref. 16). 

Wilson iRef, 41) observed that anal¬ 
gesic kidney disease required a develop¬ 
ment period of 5 or more years in 84 per¬ 
cent of patients and more than 10 years 
in 62 percent of patients. Thus after 10 


years of use. one would see only 38 per¬ 
cent of the total number of individuals 
who ultimately will develop symptom* 
This provides an explanation for the 
continued appearance of analgesic neph¬ 
ropathies for several years after drug- 
intake is stopped. 

In 35 patients from Huskvama who 
died of uremia the time between initial 
use and onset of symptoms was several 
years. The time between onset of symp¬ 
toms and death, however, was quite 
rapid, usually 1 year or less in 75 percent 
of patients. Only 2 of 35 patients sur¬ 
vived for 4 to 5 years. Abuse of the 
product containing phenacetin was prob¬ 
ably continued in most of these cases. 

A few authors have suggested the pos¬ 
sibility that high analgesic use is a re¬ 
sult of renal disease rather than the 
cause. It has been suggested that renal 
pain may be subthreshold and not be 
recognized except for a better feeling 
after analgesic use. Because of the long 
lag time (3 to 10 years) between initial 
analgesic use and the first indication of 
renal dysfunction, which has been ob¬ 
served in many different studies, there 
is very little possibility that this is a 
reasonable explanation in most reported 
cases. Other authors have provided other 
valid reasons or data to clearly refute 
any serious considerations of analgenc 
abuse being a result of renal dysfunction 

Burry and others (Ref. 16) refuted the 
idea that patients take analgesics to allay 
the pain of kidney infection (pyelone¬ 
phritis). In his study there was no as¬ 
sociation between analgesic consumption 
and pyelonephritis in the absence of 
papillary necrosis. Furthermore, many 
cases of papillary necrosis were asso¬ 
ciated with analgesic abuse in the ab¬ 
sence of pyelonephritis. 

<2> Mechanism of action producing 
nephropathy. The difficulty of show mg 
the mechanism by which phenacctin 
causes nephropathy in animals, even 
when large amounts of phenacetin are 
administered over long periods of time, 
has been a primary factor in the belief 
of some authorities that it Is not the 
primary agent responsible for analgcMr- 
induced nephropathy. However, this diffi¬ 
culty in showing kidney disease in ani¬ 
mals has also been shown to be a factor 
of experimental variables such as differ¬ 
ence in metabolism between different 
species, type of diet, water intake, and 
others. 

Clausen <Ref. 46* found rabbits given 
either 325 mg aspirin or phenacetin 
orally developed interstitial nephritis 
(kidney inflammation) with both drun* 
and an increased susceptibility to kidney 
infection. Abrahams ct al. (Ref. 54* 
found papillary necrosis (kidney disease* 
in two rats who received an aspirln- 
phenacetin-caffeine combination. Renal 
papillary hemorrhage (kidney bleeding* 
was noted in rats orally given both phen¬ 
acetin alone and in the asplrin-phen- 
accUn-caffelne-contalning product. 

Fordham et al. (Ref. 55) administered 
phenacetin to Sprague-Dawley rats *300 
mg for 10 days, or 450 mg for 10 days, or 
600 mg for 20 days* resulting in physio¬ 
logic and histologic evidence of renal 
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dysfunction including papillary necrosis 
in 3 of 39 rats. Boyd et al. 'Refs. 56 and 
57 > found that hepatorenal necrosis 
rliver and kidney disease) that occurred 
in acute toxicity to phenacetin was in¬ 
fluenced by diet and mode of adminis¬ 
tration (dietary against intragastric). 
Eisalo and Talanti tRef. 58) showed in¬ 
terstitial nephritis (kidney inflamma¬ 
tion) in 7 of 18 rats given 100 mg/day of 
phenacetin in food and in 5 of 18 rats 
given 100 mg acetaminophen in water. 
However, no papillary necrosis «perma¬ 
nent kidney, injury) was observed. 

Animal studies are useful to study 
mechanisms of toxicity. However, care 
must be taken in extrapolating data from 
animal to man. Furthermore, it must be 
realized that strain difference is impor¬ 
tant Recently Mazze. Cousins and Kosek 
nhowed that dose-related methoxy- 
flurane nephrotoxicity in rats varied 
markedly with strain (Ref. 59). Thus, 
when studying a toxic effect in animals 
extreme care must be taken in interpret¬ 
ing whether results are positive or nega¬ 
tive. 

The primary sites of kidney injury are 
the papillae and medulla. Papillary 
necrosis is thought to be vascular in 
origin, resulting from ischemia. In lay 
language, this means that the type of 
kidney disease which occurs is thought to 
be due to constriction or obstruction of 
blood vessels in the kidneys. 

Kincaid-Smith has showm early lesions 
in the efferent vasa recta of rats treated 
with phenacetin and aspirin phenace¬ 
tin caffeine (Ref. 60>. 

Abrahams and Levin have observed 
platelet deposition in the vasa recta in 
treated animals (Ref. 61). 

Secondary chronic atrophic lesions In 
the overlying renal cortex result in 
changes which have been referred to as 
“chronic interstitial nephritis" (Ref. 62). 

The medullary blood flow is particu¬ 
larly susceptible to a number of drugs 
and the medulla is quite sensitive to 
tv hernia. 

It Is possJble that the anemia which 
accompanies or perhaps precedes renal 
ejects may contribute to the ischemia. 

The hemolytic effect (red blood cell 
destruction) of phenacetin may play a 
role In the mechanism of renal damage. 
The pathological picture of centrally lo¬ 
cated papillary necrosis is the same as 
that seen in sickle cell anemia In whi~h 
the deformed erythrocytes occlude the 
vasa recta (Ref. 63). 

The possible sequential effects of 
emhrocyte damage caused by phenac- 
etin resulting In urinary excretion of ab¬ 
normal hemoglobin which produces a 
“Mudgln*” effect and interstitial nephri¬ 
te his been discussed by Grobin »Ref. 
64». 

(3> The incidence of analgesic-induced 
kidney disease. The true incidence of 
analgesic-induced kidney disease is diffi¬ 
cult to assess and Is undoubtedly under¬ 
estimated for several reasons. First, it is 
clear that unless phystcans arc alerted to 
the possibility of an alges tic-induced 
kidney injury and specifically consider it 
during diagnosis, it is likely to be missed 
(Refs. 34, 63. and 65). Secondly, accurate 


drug histories are frequently not ob¬ 
tained because of the reluctance of the 
patient or oversight by the interviewer, 
and thirdly, the distinguishing charac¬ 
teristics of this type of kidney injury 
have not until recently been generally 
accepted or recognized. 

The experiences reported by many in¬ 
vestigators Indicate that correlations be¬ 
tween drug intake and disease variables 
may be biased due to underestimates of 
the values given for incidence of and 
amount of drug used. 

Several authors have stated that there 
is a definite tendency of patients to 
withhold information on the frequency 
and degree of analgesic intake, particu¬ 
larly if a stigma of abuse has been asso¬ 
ciated with intake of these drugs. In 
some cases only persistent questioning of 
the patient or relatives eventually es¬ 
tablished the incidence of drug intake 
(Refs. 28, 37. and 39>. 

Bell et al. (Ref. 34) commented that 
the difficulty of establishing drug intake 
may often be the failure of the physicians 
to include direct questioning of analgesic 
intake In routine interviews rather than 
a reluctance of the patient, noting that 
each of the 13 patients with analgesic- 
induced kidney disease that he reported 
were seen previously by one or another of 
the authors who did not suspect an 
excessive analgesic intake. A history of 
excessive drug ingestion was readily ob¬ 
tained when the patients were specifi¬ 
cally asked regarding the frequency of 
drug use. 

Although early workers did not believe 
the renal lesion to be specifically related 
to analgesic abuse, and. in fact, origi¬ 
nally described the pathology as chronic 
pyelonephritis or interstitial nephritis, 
there is general agreement among au¬ 
thorities that a specific type of kidney 
injury, renal papillary necrosis, is the 
primary lesion observed mast often with 
analgesic abuse (Ref. 63). Koch states 
that renal papillary necrosis associated 
with analgesic abuse can be distinguished 
morphologically from renal papillary ne¬ 
crosis associated with diabetes and other 
nondrug-related causes. 

The histologic and electron micro¬ 
scopic studies of Oault et al. (Ref. 37) 
provide a clearer picture of the relation¬ 
ship between disease development and 
functional changes m analgesic-induced 
kidney disease. The first events arc mor¬ 
phologic changes In interstitial collagen 
and medullary sclerosis accompanied by 
slight changes in concentrating ability. 
A reduction in creatinine clearance, one 
of the usual diagnostic methods to detect 
renal disease, is not apparent until sig¬ 
nificant medullary sclerosis and papillary 
necrosis occur. 

Differentiation of analgesic kidney dis¬ 
ease from bacterial interstitial nephritis 
or pyelonephritis Is often complicated 
by the difficulty of finding analgesic kid¬ 
ney disease In the presence of renal In¬ 
fection. Thus, a histological picture of 
chronic pyelonephritis is often superim¬ 
posed on the analgesic-induced popillary 
necrosis. Rubemtein et al ■ Ref. 06) state 
that 50 patients with analgesic kidney 
disease were previously diagnosed as 


having chronic pyelonephritis. It is pos¬ 
sible that misdiagnosis may have been 
and in some cases still is a factor in low 
incidence of detection. Rubensteln et al. 
(Ref 66» state that in those cases where 
sterile urine is found, analgesic nephrop¬ 
athy can be distinguished from chronic 
pyelonephritis by microscopic findings 
of papillary necrosis. 

In the scries of 13 patients with anal¬ 
gesic nephropathy discussed by Bell (Ref. 
34 1 . 12 patients underwent intravenous 
pyelography Nevertheless, in eight cases, 
the Initial diagnosis was chronic pyelo¬ 
nephritis even though the cardinal signs 
(Ref. 63) of renal papillary necrosis were 
present including small kidney (seven 
cases), clubbed calices (five cases) and 
lobulated outline (three cases). Bell con¬ 
cluded that the detection of renal papil¬ 
lary necrosis is likely to be missed unless 
a conscious effort is made, and the true 
incidence Is likely to be much higher 
than reported. 

An additional factor In poor detection 
of analgesic nephropathy may be related 
to the erroneous conclusion frequently 
reached in the literature that because 
analgesic-induced kidney injury has not 
been reported in a given area or country 
it does not exist. 

Such statements often attempt to re¬ 
late differences between countries in the 
number of cases reported to possible 
genetic or environmental differences be¬ 
tween countries rather than a difference 
in accurate diagnosis and thus may com¬ 
pound the basic problem of lack of 
awareness in the medical community. 

The slow rate at which the medical 
and scientific community throughout the 
world has become aware of and reported 
new cases of analgesic-induced kidney 
disease clearly shows the difficulties of 
using reported cases at a given point in 
tome as an estimate of the true incidence 
In a given country. 

In 1967 Shelley (Ref. 67) reviewed over 
f thousand cases of analgesic-tnduced 
kidney disease throughout the world 
frem the time it was first described by 
Spuhler and Zollinger in 1953 These re¬ 
ports w'ere largely from Scandanavian 
countries ard Australia. Prior to 1966, 
there were only 11 cases reported in 
Great Britain. That year Prescott re¬ 
ported 36 cases in northeast Scotland 
alone <Ref. 68). Four years later in 1970. 
only 117 total ca*es h^d been reported, 89 
of which were from Scotland. 28 from 
England and Wales. There was only one 
from the London area (Ref. 69 • This led 
to the false conclusion that the problem 
wav confined primarily to Scotland. 

Between June 1964 and January 1970 
Koutsalmanis and dc Wardener (Ref. 
65) detected 16 cases at a small 200 bed 
hospital in London. Seven of these pa¬ 
tients had first been seen in other de¬ 
partments of the hospital before the 
dlagrosis was made Based on these cases 
they estimated that the overall incidence 
of analgesic-induced kidney disease in 
England and Wales was 500 cases per 
year. The actual rate of detection, how¬ 
ever. was only 5 percent of this number 

Thi same lag time in recognition of the 
problem has occurred in Canada. In 1967, 
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14 years after the first Swiss report, there 
were only seven cases reported In Canada. 
In 1968. Koch reported 26 cases of kidney 
Injury In 195,004 coses <0.013 percent) 
admitted to the Ottawa civic hospital be¬ 
tween 1961 to 1966. Fifteen of these cases 
(58 percent) were analgesic abusers who 
had taken more than 1 kg phenacetin- 
contalnlng products (Ref. 63). In the 
fame year Gault and coworkers (Ref. 49> 
reported 22 patients with analgesic-in¬ 
duced kidney disease seen in two hospi¬ 
tals in Montreal over a 4-year period. 
In 1972, 100 cases in two Ontario cities, 
London and Glasgow, were reported by 
Unton (Ref. 40). In Canada analgesic 
kidney disease now accounts for 5.5 per¬ 
cent of all renal dialysis in Ontario. 

A similar time lag is now occurring in 
recognition of the association of kidney 
tumors with phenacetin abuse which was 
first noted in 1965 in Sweden. 12 years 
after the association between analgesic 
compounds and kidney disease was noted. 
Four years later an editorial in Lancet 
pointed out that reports had not come 
from any other country suggesting that 
perhaps factors other than phenacetin 
may be involved (Ref. 70). Finally, in 
1971. after an additional 6 years, reports 
are now beginning to appear from sev¬ 
eral other countries, showing again that 
a low incidence of reported disease in a 
particular region does not necessarily as¬ 
sure that the true incidence is low. 

(4) Incidence of analgesic-induced 
kidney disease in US. It has been stated 
that analgesic kidney disease is less fre- 
quert in the US. than in other countries 
with similar per capita ingestion of 
phonacetir-containing analgesics. Re¬ 
cent evidence suggests that the lower 
incidence of reported cases may simply 
represent differences in detection rather 
than real differences as has been seen in 
othir countries. In the past 10 years 
about 100 cases of analgesic kidney dis¬ 
ease have been reported in the literature 
in the U.S. (Refs. 71 and 72). Murray and 
Goldberg have reported that 20 percent 
of patients with newly clinically diag¬ 
nosed chronic interstitial nephritis at the 
University of Pennsylvania Hospital, dur¬ 
ing the period 1969 to 1972, had abused 
analgesics which was considered the 
likely cause of renal disease (Ref 15). 
ThW is similar to the Incidence of 3 to 17 
percent of analgesic abusers in patients 
with otherw ise unexplained end-stage 
reral disease in Canada (Ref. 41) and 
Europe (Refs. 73 and 74). The signs and 
symptoms of this group (headache, 
anemia, hypertension, urinary tract in¬ 
fection and papillary necrosis) also were 
comparable in incidence to previous re¬ 
ports. The authors state that this high 
rate of detection was not due to a selec¬ 
tive population but was simply due to 
the fact that they were aware of and 
specifically looked for analgesic kidney 
disease in these patients. It is significant 
that the referring physicians did not 
make the correct diagnosis in any of the 
20 cases nor did the primary intern in 13 
of the cases. Furthermore, as in many 
other studies. 7 of the patients denied 
analgesic intake, and accurate drug his¬ 
tories could be obtained only from rela¬ 


tives. Two of the cases had other family 
members with analgesic kidney disease. 
The authors conclude that their experi¬ 
ence is typical of what would be ex¬ 
pected elsewhere and suggest that the 
prevalence of analgesic kidney disease in 
the US. may be about 7 percent of all 
end-stage renal patients. 

The incidence of renal papillary necro¬ 
sis in the US. and other countries has 
been estimated by Heptenstall (Ref. 75). 

These figures summarised in the table 
below probably represent the minimum 
Incidence and are compared to estimates 
of the per capita consumption of phen- 
acetin In different countries (Refs. 49 and 
50): 
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This Panel has requested information 
on the cases of analgestic kidney disease 
that had been detected in several renal 
dialysis centers. A total of 103 cases of 
suspected analgesic nephropathy were 
reported which represented about 11 
percent of all renal dialysis patients. 
Only two of these cases were stated to 
have involved aspirin preparations not 
containing phenacetin. Five cases were 
not specified. The remaining 95 cases 
were stated to have involved phenacotin- 
containing compounds (Ref. 13). 

In a recent report (Ref. 15), analgesic 
abuse was identified as the primary 
cause of renal disease in 30 (1.25 per¬ 
cent) of 2.395 chronic hemodialysis pa¬ 
tients treated in 91 dialysis centers in 
California between January 1. 1974 and 
September 1, 1974. Of 332 deaths in 1974. 
seven (2.71 percent) were attributed to 
abuse of analgesic compounds. 

A detailed analysis of cases of sus¬ 
pected analgesic kidney disease was sup¬ 
plied by the Minneapolis Regional Kid¬ 
ney Disease Program (Ref. 13). The 
amounts used <1 to 3 g/day), duration of 
use <6 to 12 years) and reasons for use 
(headache, nervous tension) are essen¬ 
tially the same as reports in the litera¬ 
ture. 

The Panel can only conclude that the 
same lag time in detecting and reporting 
analgesic-induced kidney disease is now 
occurring in the U.S. as has previously 
occurred in the United Kingdom and 
C&nada. 

<e) Cancer of the urinary tract. Dur¬ 
ing the post few years, several reports 
have imnllcated long term use of phenac- 
r tin-containing products with cancer of 
the renal pelvis (kidney) and urinary 
bladder. The first report, in 1965. was a 
retrospective study by Hultengren et nl. 
of fifteen patients with cancer of the 
renal pelvis In the Huskvama Hospital 


(Ref. 76). All but two had renal papil¬ 
lary necrosis associated with long term 
analgesic use. 

Bengt&son and colleagues (Ref. 77) re¬ 
ported a study of 192 patients with docu¬ 
mented nephropathy in which patients 
were followed for a period of 1 to 11 
years (average 5.3 years). During this 
time, nine patients developed renal pel¬ 
vis carcinoma (cancer of the kidney) 
and another two patients developed can¬ 
cer of the urinary’ bladder. No tumors 
were found in 88 individuals with 
chronic pyelonephritis (kidney inflam¬ 
mation) who served as a control popula¬ 
tion of nonanalgesic abusers observed 
during the same period of time. In a 
followup study by Angervall et al. (Ref. 

78) , It was shown that renal pelvic car¬ 
cinoma (cancer of the kidney) is an in¬ 
frequent disease in Sweden, the average 
yearly Incidence being only 11 cases per 
156.000 inhabitants which is about 1.000 
times less than the incidence reported 
for analgesic abusers. A more recent 
study by Johansson and coworkers (Ref 

79) w as based upon known abusers of 
phenacetin compounds (29 men and 33 
women) who had uroeplthelial tumors of 
the renal pelvis (carcinomas) treated at 
the hospitals throughout Sweden All 
tumors were diagnosed during the years 
1960 through 1972. All patients had been 
abusers of drug products containing 
phenacetin. The preparation used by 80 
percent of the patients contained 0.5 g 
phenacetin. 0.5 g antlpyrine and 0.1 g 
caffeine. The other patients (20 percent) 
took compounds of the same composi¬ 
tion but containing varying amounts of 
the same ingredients. In 38 patients, de¬ 
tailed data of drug intake were avail¬ 
able. The average total ingestion of 
phenacetin was estimated to be 9.1 kg. 
w ith a mean exposure time of 17 years 
Chronic kidney disease had been estab¬ 
lished in 23 patients for a period of 3 to 
15 years before a diagnosis of kidney 
cancer was made. Forty patients had a 
history of urinary tract infection A 
diagnosis of analgesic-induced papillary 
necrosis (permanent kidney injury) was 
made in all but five of the patients. In 
two patients, examination was not pos¬ 
sible. In the remaining three patient*, 
there were no signs of papillary necro¬ 
sis even though these patients were 
known analgesic abusers. The authors 
concluded that renal papillary necros is 
was a prominent feature, but not essen¬ 
tial. for the development of renal pelvic 
tumors in abusers of phenacetin-con¬ 
taining drugs. The sudden appearance of 
this relatively rare condition in patients, 
almost universally associated with anal¬ 
gesic abuse, leaves little doubt that a 
strong association exists. There are now 
many case reports available from Swe¬ 
den. Denmark. Germany. Canada and 
the US. which associate phenacetin 
abuse with cancer of the kidney (Refs 
80 through 88). 

A large number of cases of tumors 
of the renal epithelium (cancer of the 
kidney) associated with analgesic abuse 
have been reported in Germany by 
Rathart and workers <Ref. 83) and 
Schabert. Nagel and Lelstenschneidrr 
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(Ref. 84). Hoyby and Neilson (Ref. 80> 
^ve summarized a nujnber of cases of 
transitional cell tumors of the renal 
pelvis f kidney cancer) in Denmark over 
a 5 -year period. 

Their retrospective review of patients 
with chronic pyelonephritis (kidney in¬ 
flammation) and abuse of phenacetin, 
revealed two cases of transitional tumors 
among 101 patients who abused phenace¬ 
tin. They conclude that cancer of the 
lddncy should be suspected in patients 
with renal papillary necrosis (kidney in¬ 
jury > associated with abuse of phenace¬ 
tin. particularly when hematuria occurs 
without accompanying pain. Liu. Smith 
and Rankin have reported one case In 
Canada (Ref. 81). There is a report of 
bladder tumor associated with phenace¬ 
tin abuse la one patient in the U.S. 
Mannion and Susmano (Ref. 87) de¬ 
scribe a 48-year-old man suffering from 
chronic headaches first admitted to the 
hospital with urinary tract symptoms in 
19*65. during which time a small can¬ 
cerous tumor was removed from his 
bladder. This individual continued an¬ 
algesic ingestion in fairly large amounts 
of 15 to 20 tablets daily Intermittently 
until 1969 when he was readmitted and 
another cancerous tumor was removed 
from the same location. At this time 
the patient had been ingesting aspirin- 
phenacetin-caffeine-containing tablets 
intermittently for the past 20 years. The 
patient had never smoked. He worked 
and lived in an environment where ob¬ 
vious carcinogenic contamination was 
not apparent. It is interesting that this 
individual did not have papillary necrosis 
and was therefore similar to some of 
the cases reported by Bengtsson. Hulten- 
gren and associates (Ref. 76) also found 
that in six cases where papillary 
necrosis (kidney disease) and renal 
pelvic carcinoma (cancer of the kidney) 
occurred together in patients w ho abused 
phenacetin* the papillary necrosis ante¬ 
dated the cancer in only four cases. 
This may indicate that the two events 
are unrelated. Perhaps different metab¬ 
olites are involved. 

<d • Adverse effects on blood . Phenace¬ 
tin has been implicated as a cause of 
hemolytic anemia, decreased red blood 
cell survival time, enlarged spleen, meth¬ 
emoglobinemia and sulfhemogloblnemia 
'serious blood disorders) (Refs. 89 
through 91). Hutchinson. Jackson and 
Ca^idy discussed three cases of hem¬ 
olytic anemia following large doses of 
phenacetin compounds (Ref. 92). The 
itudies of Lorenzen and Schwartz, and 
of MacGlbbon and workers, indicate that 
Phenacetin or its metabolites may ac¬ 
tivate an allergic type sensitization 
mechanism which leads to acute hem- 
olytlr anemia and acute kidney failure 
•Kefs. 93 and 94). 

Bird et al. (Ref. 95) have reported 
J case of a patient with an immune 
hemolytic anemia which w r as associated 
*ith both tolbutamide and phenacetin. 

The studies of Lorenzen and Schwartz 
“lowed that hemolysis took place in 
the spleen of women ingesting large 
jmounts of phenacetin compounds (Ref. 
931 • An enlarged spleen is a common 
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symptom of phenacetin abusers. Duggan 
(Ref. 96) also reported 10 women with 
significant enlargement of the spleen 
which were apparently related to chronic 
ingestion of phenacetin. He found par¬ 
allel phenomena in his experimental 
studies in rats. 

(e) Additional considerations of bene¬ 
fit to risk consequences of removal of 
phenacetin from OTC analgesic prep¬ 
arations The Panel has discussed the 
evidence showing that OTC analgesic 
preparations containing phenacetin were 
subject to abuse and that the chronic 
misuse of such preparations resulted in 
a high incidence of life-threatening kid¬ 
ney disease. In addition to its toxic effect 
on the kidney, phenacetin has also been 
reported to cause serious blood dyscras- 
ias. It is thought that the central nervous 
system effects, such as euphoria and 
stimulation, are the major factors con¬ 
tributing to the chronic abuse (habitua- 
•tion potential) of OTC combinations 
containing phenacetin. The Panel, there¬ 
fore. concludes that because the risks 
from use far outweigh any possible bene¬ 
fits. phenacetin in combinations is not 
safe for OTC use as an analgesic and 
should be removed from analgesic prep¬ 
arations (Category II). 

Several presentations have been made 
in response to the Panel’s conclusion. 
These presentations arc in favor of the 
retention of phenacetin in OTC anal¬ 
gesic preparations. In making its final 
recommendation, the Panel considered 
the Questions submitted by these groups. 
The questions and the Panel’s replies are 
summarized below. 

(I> If phenacetin were removed from 
the OTC market would the general pub¬ 
lic be deprived of u useful agent for 
which alternative drugs are not avail¬ 
able? 

Unlike other analgesics, such as as¬ 
pirin and acetaminophen, phenacetin is 
mainly available in OTC combinations. 
w r hercas aspirin and acetaminophen are 
available in single Ingredient products 
as well as in combinations. These phen- 
acetin combinations are no more effec¬ 
tive analgesics than combinations that 
do not contain phenacetin. but phenace¬ 
tin combinations arc less safe than prep¬ 
arations that do not contain phenacetin. 
Because phenacetin is less safe than 
other analgesics, the general public 
would not be deprived of a useful agent 
for which alternative drugs are available 
if phenacetin were removed from the 
OTC market The risks from the use of 
phenacetin combinations are much 
greater then the risks from the use of 
analgesic combinations that do not con¬ 
tain phenacetin. 

In addition, phenacetin preparations 
offer no advantages to individuals unable 
to take other analgesic preparations. U., 
individuals sensitive to aspirin. Phen¬ 
acetin Is virtually never marketed as a 
single entity in this country and the 
A PC combination products (aspirin - 
phenacetln-caffeine) are not useful as 
substitutes for individuals with aspirin 
sensitivity. 

In contrast, acetaminophen has been 
available alone. Although it is the major 
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metabolite of phenacetin it is safer than 
the parent compound in many respects. 
Acetaminophen lacks the intrinsic CNS 
effects of phenacetin and therefore has 
less abuse potential. Other minor metab¬ 
olites of phenacetin associated with 
methemoglobinemia, hemolytic anemia, 
splenomegaly and thrombocytopenia, oc¬ 
cur to a lesser extent when acetamin¬ 
ophen is given as such. 

(2) Is the combination of aspirin and 
phenacetin as safe as those drugs alone? 
Experimental evidence available strongly 
suggests that the potential toxicity may 
actually be increased for combinations 
of phenacetin and aspirin. 

(i) Phenacetin appears to be a major 
factor in the excessive use of analgesic 
preparations. Its presence may increase 
use and thus the incidence of serious 
toxic effects of aspirin or other agents 
ingested in large amounts in combina¬ 
tion products. 

Hi) The evidence implicating both as¬ 
pirin and phenacetin with experimen¬ 
tally-induced papillary necrosis * In 
animals suggests that combinations of 
these drugs may be more nephrotoxic 
than phenacetin alone. The studies of 
Kincaid-Smith and others show greater 
effects of aspirin-phcnacetln-caffeine 
combinations than phenacetin or aspirin 
alone. 

The direct effects of phenacetin, in¬ 
cluding production of methemoglobine¬ 
mia and hemolytic anemia may interact 
with direct hematologic effects of as¬ 
pirin which include effects on platelet 
function, thrombocytopenia and ane¬ 
mias associated with occult gastric 
bleeding. These combined effects may be 
related to gastric and renal hemorrhage, 
ischemia and focal necrosis. 

<3> Would the risk potential associ¬ 
ated with abuse be greater or less with 
alternate preparations? 

In cases where phenacetin compounds 
have been substituted by nonphenacetin 
containing compounds, the renal conse¬ 
quences of abuse are less severe. Sub¬ 
stitution has resulted in decreased pro¬ 
gression of existing nephropathy or de¬ 
creased incidence of new cases. 

Some authors have opposed the re¬ 
moval of phenacetin because acetamin¬ 
ophen may be substituted and the 
combinations with this agent may be 
equally nephrotoxic. While there is some 
evidence that acetaminophen may be 
nephrotoxic, it is likely to be less so for 
several reasons: 

<<> The decreased CNS effect of aceta¬ 
minophen reduces abuse potential. 

<fl> Decreased amounts of potentially 
nephrotoxic metabolites are formed after 
acetaminophen ingestion compared to 
phenacetin ingestion. 

This Is supported by several substitu¬ 
tion studies in patients with existing 
renal papillary necrosis in whom the 
substitution of acetaminophen for phen¬ 
acetin produced less renal dysfunction. 

(4) Considerations of gastrointestinal 
effects. Will the removal of phenacetin 
from OTC products simply result in ad¬ 
ditional amounts of aspirin being added 
to combination oroducts. increasing the 
risk of irastrolntestina) ulceration asso- 
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dated with aspirin? There is no evidence 
that the substitution of phenacetin for 
aspirin in APC preparations decreases 
the ulcerogenic potential of the prod¬ 
uct. A review of the medical histories of 
patients described in the literature 
shows a clear pattern of gastric bleed¬ 
ing and ulceration in patients talcing 
large amounts of phenacetin-containing 
analgesic preparations. 

The Incidence of adverse effects of as¬ 
pirin on the gastrointestinal system may 
be increased when aspirin is used as a 
component of mixtures taken primarily 
for the central nervous system effects 
of phenacetin since increased amounts 
of aspirin are ingested. 

Plass <Ref. 97) reported a case of a 
35-year-old man who had intractable 
ulcer symptoms and renal papillary ne¬ 
crosis. Cessation of intake of an APC 
compound, which had been taken for 
20 years, resulted In relief of ulcer symp¬ 
toms as well as a return to normal 
BUN (blood urea nitrogen) values. 

Ramsay and White (Ref. 98) reported 
clinical data on four patients with anal¬ 
gesic nephropathy who had taken large 
amounts of an APC compound over 20 
to 30 years. Each of these patients also 
had symptoms of gastric damage In¬ 
cluding gastrointestinal hemorrhage, a 
history of gastrectomy and peptic ulcer. 

Tan. Rabblno and Hopper (Ref. 99> 
reported that 4 of 23 patients with anal¬ 
gesic nephropathy had gastric or duo¬ 
denal ulcers. Rapaport. White and Ran¬ 
kin (Ref 100) reported that two pa¬ 
tients with suspected phenacetin/anal¬ 
gesic nephropathy also exhibited a his¬ 
tory of peptic ulcer. 

An Increase of gastric ulcers in east¬ 
ern Australia has been attributed to the 
effects of aspirin. However, the preonra- 
tions Involved in 80 percent of these 
cases contained aspirin, phenacetin or 
acetaminophen, and caffeine (Ref. 17), 

There are now several reports of a 
combination of renal, hematologic, gas¬ 
trointestinal and psychological symp¬ 
toms which occur so frequently with 
analgesic abuse that Gault and cowork¬ 
ers state that they warrant a syndrome 
status. The combination of symptoms in¬ 
clude anemia, renal disease, gastric ulcer, 
frequently with a history of gastrectomy 
for intractable ulcer, hypertension, and 
psychiatric disturbances (Refs. 37. 49. 71. 
and 101). It has been speculated by 
other authors that additional effects are 
possibly associated with the abuse of 
phenacetin-containing compounds. 

Other complications which have been 
stated to be a result of analgesic abuse 
of phenacetin-containing analgesics in¬ 
clude greater risk of mortality following 
surgical procedures Koutsaimanis and 
de Wardencr (Ref. 65) reported a study 
of phenacetin abusers who underwent 
surgery; in 3 out of 7. the operation 
was followed by a severe deterioration of 
renal function and they all died shortly 
after surgery. 

Daw bom el al. (Ref. 101) in a study 
on the association of peptic ulcer, 
chronic renal disease and analgesic 
abuse (of phenacetin-containing anal¬ 
gesics) found 17 of 30 patients had such 
severe gastric symptoms that they re¬ 


quired gastrectomy. Nine of these 17 pa¬ 
tients died during the period of followup 
(4-year period). Uremia was invariably 
present at the time of death; however, it 
did not constitute the major cause of 
death. 

(3) Evaluation. The Panel concludes 
because of the high potential for abuse, 
the high potential for harm to the kid¬ 
ney and the possibility of hemolytic 
anemia and methemoglobinemia result¬ 
ing from abuse, that the risks from use 
outweigh any benefit and therefore clas¬ 
sifies phenacetin not safe for OTC use as 
an analgesic. 
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e. Quinine. The Panel concludes that 
quinine is an effective analgesic but that 
it is not safe for OTC use. 

(1) Effectiveness. The analgesic and 
antipyretic properties of quinine have 
been known since the introduction of 
cinchona bark into medicine in the 17th 
Century. Because it lowered the fever of 
malarial patients it was tried in many 
febrile illnesses, but was relatively in¬ 
effective in fevers due to diseases other 
than malaria. However, when used as an 
antipyretic in febrile illnesses it was 
noted that pain and discomfort were 
relieved and thus the analgesic action 
was discovered. Modern use of quinine for 
analgesia and antipyresis is based on long 
experience instead of 6ontrolled studies. 
In the first edition of the Pharmacologi¬ 
cal Basis of Therapeutics, published in 
1941 (Ref. 1). Goodman and Oilman 
stated: 

Quinine In oral dooes of 03 to 04 gram la 
employed for the relief of headache, myalgia, 
arthralgia, neuralgia, etc., and for reducing 
fever. It hia. therefore, the same general field 
of usefulness as the salicylates but la some¬ 
what lees effective. Repeated medication may 
cause unpleasant symptoms of clnchonlam. 

An almost Identical statement is made in 
the fourth edition of Goodman and Gil¬ 
man’s text published in 1970. indicating 
no change in the status of quinine for 
treatment of pain and fever during the 
last 30 years. 

Apparently, there has never been com¬ 
plete agreement as to the dose. For in¬ 
stance in the eighth and last edition of 
his text, Sollmann states that the clini¬ 
cal antipyretic dose of quinine is 0.05 to 
0.2 g t 1.0 to 3.0 gr may be used for pain 
in colds, headaches and neuralgias (Ref. 
2). Further evidence that the antipyre¬ 
tic-analgesic action of quinine is still 
recognized but considered inferior to 
other drugs is found in the following 
quotation from the AM A Drug Evalua¬ 
tions (Ref. 3): “Quinine has been 
used • • • as an antipyretic analge¬ 
sic • • • however • • • more effective 
drugs are currently available for these 
purposes.'* No controlled or uncontrolled 
effectiveness studies on either antipyretic 
or analgesic activity of quinine w r ere 
found in an industry submission which 
included quinine in combination with 
other Ingredients as a cold preparation. 
It may be noted that the doses recom¬ 
mended by Sollmann for pain are lower 
than those recommended by Goodman 
and Gilman and therefore, modem con¬ 
trolled clinical trials would be necessary 
to establish the effective analgesic and 
antipyretic doses for quinine. 

The use of quinine for relief of noctur¬ 
nal leg cramps was introduced in the 
1940's when Moss and Herman (Ref. 4) 
and Gootnick (Ref. 5) reported on the 
basis of uncontrolled trials that quinine 
in the doses of 3 to 5 gr (200 to 325 mg) 
abolished the spasms. Nicholson and 
Falk (Ref. 6) reported relief following 
quinine treatment In about 3 • of 35 young 
men with disturbing nocturnal cramps 
Rawls (Ref 7) found a combination of 


quinine and aminophyliine superior to 
quinine alone. The Medical Letter (Ref. 
8). while stating that controlled clinical 
trials evaluating quinine's effectiveness 
for nocturnal or recumbancy cramps 
were needed, did recommend trying qui¬ 
nine for nocturnal cramps pending the 
outcome of trials to establish efficacy and 
dosage. These uncontrolled studies sug¬ 
gest that quinine may be useful for leg 
cramps but the lack of controlled studies 
and comments by authors that patients 
may remain free of cramps for indefinite 
periods following quinine therapy sug¬ 
gest that trials of quinine against placebo 
are in order. In addition, the recom¬ 
mended dosage varies widely, from 200 
mg at bedtime to 5 gr (325 mg) 4 times 
daily as recommended by Perchuk ( Ref 
9 > who also suggests that the drug should 
be used only when everything else has 
failed. Until controlled studies show that 
a dose of not more than 325 mg daily is 
safe and useful for relief of nocturnal 
leg cramps the drug should not be avail¬ 
able for OTC use for treatment of noctur¬ 
nal leg cramps. 

(2) Safety. The Panel concludes that 
quinine is not a safe analgesic for OTC 
use when taken in the recommended 
dosage. 

Although quinine has demonstrated 
analgesic, antipyretic and muscle relax¬ 
ant actions, its numerous toxic effects 
give it an unfavorable benefit to risk 
ratio for these purposes. The high 
dosage recommended by some for re¬ 
lief of nocturnal leg cramps should be 
dispensed only by prescription. The 
toxicity of quinine has been the subject 
of innumerable reports and ts well sum¬ 
marized in many modern text books of 
pharmacology and toxicology. The toxi¬ 
cology of quinidine and its stereoisomer 
quinine is well summarized by Gleason 
et al. (Ref. 10), and In the fourth edition 
of Goodman and Oilman. Rollo (Ref. 
11) states that the fatal oral d 06 e of 
quinine for adults Is approximately 8.0 g. 
When quinine is repeatedly given at full 
doses, e g. 0.3 to 0.6 g with a total dally 
dose of not more than 2.0 g. a group of 
symptoms known as cinchonlsm appear. 
These include tinnitus, headache, nausea 
and visual disturbances. The body sys¬ 
tems which may be involved include 
the gastrointestinal, nervous and cardio¬ 
vascular systems, and the skin. Actions 
on the gastrointestinal tract are evi¬ 
denced by nausea, vomiting, abdominal 
pain and diarrhea. Damage to the 
nervous system is usually manifested 
by the disturbances in hearing and vi¬ 
sion due to actions on the optic and 
auditory nerves. Other actions on the 
central nervous system may be ex¬ 
pressed by headache, fever, apprehen¬ 
sion. confusion, excitement, delirium and 
syncope. Respiration is stimulated and 
then depressed. Cardiovascular toxicity 
may be manifested by hypotension, 
weakness, shock, coma and death. Renal 
damage has been reported, as has acute 
hemolytic anemia and hypoprothrom- 
blnemla. Thrombocytopenic purpura 
(Refs. 12 and 13) has been reported in 
young people taking quinine for noc¬ 
turnal leg cramps. Some cases of agran¬ 


ulocytosis have been reported follow¬ 
ing quinine ingestion. Idiosyncrasy to 
quinine is a frequent subject of medical 
reports. 

(3) Evaluation. The Panel concludes 
that because the toxic effects described 
above may occur following repeated ad¬ 
ministration that the risks from use out¬ 
weigh any benefit and therefore classifies 
quinine not safe for use as an OTC 
analgesic. 
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Category n Labeling 

The Panel has examined the submitted 
labeling claims for analgesics alone and 
for combination products with nonanal¬ 
gesic ingredients and has placed certain 
claims into Category II. These Category 
n claims have been further divided by 
the Panel into those labeling claims that 
are unsupported by scientific data or by 
sound theoretical reasoning, claims con¬ 
taining modifying adjectives associating 
pain with illnesses, and unacceptable 
claims related to product performance as 
follows: 

a. Certain labeling claims that are un¬ 
supported by scientific data and in sows 
instances by sound theoretical reasoning 
(1) Claims not clearly defined nor clini¬ 
cally recognised These claims are not 
clearly defined nor clinically recognized 
and would confuse the consumer because 
the use of these words have different sig¬ 
nificance to different people and no 
meaning for others. Examples of such 
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claims are “Jumpy nerves" “fretfulness", 
under the weather *, etc. 
i2» Claims requiring diagnosis and 
core of a physician. These claims are 
not amenable to self-diagnosis and seif- 
i reatment and require medical diagnosis 
..ml supervision for safe use. Examples of 
such claims are "bursitis", "arthritis**, 
heumatlsm", "gout", "swollen tissues", 
fictional mentrual pain*’, etc. In ad¬ 
dition. there are claims for conditions 
winch are anpropriately treated by mild 
am igeslcs but presuppose that the pa¬ 
tient is under the care of a physician or 
ntist Examples of such claims are: 
itn following dental work*', "inocula- 
tion” or "vaccination**. "Pain of teeth¬ 
ing" Is also included here because the 
use of OTC drugs in children under 2 
am of age requires the advice and 
i crvlsion of a physician. 

b. Modifying adjectives associating 
pci?: with illnesses . In its discussion of 
the Indications and directions for use 
information on the labeling of OTC drug 
products, the Panel concluded that the 

uilcatlons for use should be simply and 
>arly stated, should include the state¬ 
ment that the preparation is for the tem¬ 
porary relief of symptoms applicable to 
the ingredient(s> in the product, and 
the implication that these drugs are to 
be used for the treatment of diseases 
should be discouraged. (Sec part n. par¬ 
agraph C. above—Labeling of Analgesic. 
Antipyretic and Antirheumatic Drug 
Products.) Although analgesic ingredi¬ 
ents may effectively ameliorate the pain 
due to various physical conditions, dis¬ 
ease entities or specific physical sites, 
the listing of a plethora of conditions 
r A sites in order to be factual and all 
luslve would not only result in a 
lengthy list that would tend to be con¬ 
fusing but would also mislead the con¬ 
sumer by the implied assumption that 
the product treats the physical condi¬ 
tions and'or disease rather than Just 
temporarily relieves the pain associated 
with the physical condition and/or 
disease. 

In addition, the Panel feels that the 
* of only a partial list of some claims 
uch as "low back pains, pains due to 
or i rexertion" in the labeling of one man¬ 
ufacturer's product and the omission of 
these claims from the labeling of the 
ime drug by another manufacturer 
would mislead the user into believing the 
preparations are different. The misdi¬ 
rection would be even greater if the 
: roducts were of different Ingredients as 
for example one manufacturer’s aspirin 
•ablets versus another manufacturer’s 
a< < taminophen tablets. 

c. Unacceptable claims submitted for 
specific analgesics. Examples of unac¬ 
ceptable claims that have been submitted 
for specific analgesics that arc unsup¬ 
ported by scientific data and/or sound 
theoretical reasoning, and that contain 
modifying adjectives associating pain 
with various physical conditions, disease 
entities or specific physical sites arc 
listed below: 

ill Acetaminophen: "nervous tension 
icadache", "cold symptoms’*, "simple ex¬ 
ertion". ‘ simple pain of teething", "sim¬ 
ple pain of immunization", "simple pain 


of tonsillectomy", "toothache", "fretful¬ 
ness". "pain of neuralgia**, "pain of neu¬ 
ritis". "pain of flu", "pain following den¬ 
tal procedures", "sinusitis", "overexer¬ 
tion". "similar discomforts", "bursitis’*, 
"sprains". 

t2) Aspirin: "comforting relief of 
aches**, "pains caused by: colds and flu. 
inoculations, minor ailments, tonsillec¬ 
tomy". "pains caused by teething**, "un¬ 
der the weather", "pains of neuralgia", 
"pains of neuritis" '’gargle for sore 
throat", "sinusitis", "pains of mild mi¬ 
graine". "tooth extraction", "pains of 
minor injuries", "pains of dysmenor¬ 
rhea", "discomfort of ordinary colds", 
"pains of sciatica", ''swollen tissues'*, 
"jumpy nerves", "minor sore throat irri¬ 
tation", "sleeplessness caused by minor 
painful distress**, “normal menstrual dis¬ 
tress", "pre-menstrual tension", "func¬ 
tional menstrual pains and cramps", "the 
blues", "nervous tension headache", 
"feeling of depression", "minor pain of 
arthritis", "minor pain of rheumatism", 
"sore, stiff aching muscles", "muscular 
fatigue *, "muscle teaMon". "low back 
pain", "bursitis", "lumbago", "low body 
ache due to fatigue", "body aches". 

(3> Calcium carbaspirin: "pains due 
to sinusitis", "minor aches and pains of 
arthritis", "minor aches and pains of 
rheumatism". 

<4> Choline salicylate: "menstrua¬ 
tion". "menstrual cramps", "neuralgia", 
"pains of arthritis'*, "pains of rheuma¬ 
tism". 

<5> Magnesium salicylate: "pain of 
menstrual period", "pains of sciatica", 
"dental pains", "overexertion", "fatigue", 
"minor aches and pains of rheumatism", 
"minor aches and pains of arthritis" 
"minor muscle aches", "aches and pains 
due to fatigue". 

<6> Sodium salicylate: "minor muscle 
pains and aches", "arthritis", "rheuma¬ 
tism". 

<7> Salsalate <salicylsalicylic acid): 
"minor pains, swelling, stiffness of arth¬ 
ritis". "minor pains, swelling, stiffness of 
flbrositis". "minor pains, swelling, stiff¬ 
ness of osteoarthritis", "aspirin—for re¬ 
lief of arthritis". 

(d> Unacceptable claims related to 
product performance . Terms such as 
"fast pain relief *, "special pain relieving 
formula", "so strong and so gentle", "so 
gentle can be taken on nn empty stom¬ 
ach", "acts 5 times faster than aspirin H . 
"reaches peak action 12 times faster than 
aspirin", "long-lasting pain reliever", 
"enhanced relief of pain’’, etc., are in the 
opinion of the Panel confusing and mis¬ 
leading to the consumer unless they can 
be substantiated and clearly supported 
by scientific data. 

Terms were submitted for buffered and 
highly buffered aspirin products that al¬ 
lude to the beneficial performance of 
these products as a result of the antacids 
or buffering agents they contain. The 
Panel has examined these terms which In 
essence assert that these products are 
more rapidly absorbed into the blood and 
that they consequently prevent the ad¬ 
verse reactions to the stomach that may 
be caused by plain i unbuffered > aspirin 
products. 


The Panel concludes that until ade¬ 
quate data are available, labeling terms 
pertaining to product performance for 
buffered and highly buffered aspirin 
should be restricted to the following: 
"Paster to the bloodstream than plain 
aspirin’* and "Provides ingredients that 
may prevent the stomach distress that 
plain aspirin occasionally causes but 
should not be taken by certain Individ¬ 
uals with stomach disorders as cautioned 
elsewhere on the label". The Panel has 
discussed this labeling elsewhere in this 
document. (See part VI. paragraph 
B.l.d, below—Labeling claims for mar¬ 
keted products containing analgesics 
combined with antacid or buffering in¬ 
gredients.) Tlie Panel further concludes 
that any other statement(s) are classi¬ 
fied as Category n. 

3. CATEGORY HI CONDITIONS FOR WHICH THE 

AVAILABLE DATA ARE INSUFFICIENT TO PER¬ 
MIT FINAL CLASSIFICATION AT THIS TIME. 

CATEGORY III ACTIVE INGREDIENTS 

The Panel has concluded that the 
available data are lnsufllclent to permit 
final classification of the following 
claimed analgesic active ingredients 
listed below. The Panel believes it reason¬ 
able to provide 3 years for the develop¬ 
ment and review of such data. Marketing 
need not cease during this time if ade¬ 
quate testing is undertaken. If adequate 
effectiveness and/or safety data are not 
obtained within 3 years, however, the in¬ 
gredients listed in this Category should 
no longer be marketed in OTC products: 

Aluminum aspirin Salsalate <salicyIwdl- 

Anttpyrtne cyllcacld) 

Sallcylamide 

a. Aluminum aspirin. The Panel con¬ 
cludes that aluminum aspirin is safe but 
that there are insufficient data to deter¬ 
mine effectiveness as an O'lC analgesic 
In the recommended dosage of 365 to 730 
mg every 4 hours while symptoms persist 
not to exceed 4.380 mg in 24 hours for 
not more than 10 days. 

(1) Effectiveness. Aluminum aspirin 
< aluminum acetylsalicylate* is chemi- * 
cally very similar to aspirin. The alumi¬ 
num salt has been used because of 
greater palatability with less astringence 
to the taste. Its greater stability gives it 
no acetic odor. It has been reported that 
because of Its greater stability, it is com¬ 
patible with more drugs than is aspirin 
<Rcf. 1). However the presence of the 
aluminum makes the salt practically in¬ 
soluble in water and probably accounts 
for the greatly decreased dissolution, and 
subsequent slower absorption when com¬ 
pared to aspirin, possibly rendering this 
ingredient ineffective. Several studies re¬ 
lating to absorption, point out that alu¬ 
minum aspirin is poorly absorbed from 
the gastrointestinal tract (Refs. 1. 2. and 
3>. Yet. it Is claimed that although this 
drug is absorbed somehow more slowly 
than aspirin it apparently produces a 
satisfactory degree of analgesia similar 
to that produced by aspirin (Ref. 4). 

Levy and 8ahll (Ref. 2) compared the 
absorption of aluminum aspirin and 
aspirin in man. They concluded that 
"acetylsalicylic acid (aspirin) absorp- 
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tion from orally administered aluminum 
acetyisallcylate (aluminum aspirin) was 
fount! to be less rapid than from aspirin, 
probably due to the very alow dissolution 
of the aluminum salt In gastrointestinal 
fluids.'’ This may be due to its water in¬ 
solubility. They suggested that this drug 
be carefully evaluated with respect to 
absorption rate and biological avail¬ 
ability. 

Nogami and Hanono (Ref. 3) compared 
the release rate in vivo of several anti¬ 
pyretic and analgesic drugs in humans. 
They compared six sugar coated anal¬ 
gesic tablets. The Ingredients were: sul- 
pyrine. aminopyrine. rhenacetln. bucetin, 
N-acetyl-p-aminophenol. salicyl&mide 
and aluminum aspirin. They concluded 
that aluminum aspirin release rate was 
slower than that of any of the others and 
this difference was statistically signifi¬ 
cant. 

However, one submission cites two bio¬ 
availability studies which are pertinent: 
the first, an oral study in rabbits and the 
second, a study of absorption by man of 
aluminum aspirin from suppositories 
(Ref. 1). The data are presented in raw- 
form and no conclusions are drawn. 
Nevertheless, both studies found that the 
levels of salicylate In plasma remained 
constant between ft and 8 hours after 
either route of administration of alumi¬ 
num aspirin. This gives rise to the spec¬ 
ulation that although aluminum aspirin 
is absorbed more slowly into the blood¬ 
stream than aspirin, it mav maintain its 
analgesic effect longer. However, since 
the Panel has not been able to correlate 
blood levels with analgesia, the longer 
duration of action remains to be proven 
by controlled clinical trials. 

As to this ingredient’s analgesic po¬ 
tency. Watrous (Ref. 5) in an unpub¬ 
lished double-blind study, compared 
aspirin and aluminum aspirin prepara¬ 
tions in 49 patients (employees) with 
pain of various causes. He concluded that 
there was no significant difference be¬ 
tween the two preparations in terms of 
pain relief. No conclusion can be drawn 
by the Panel from this studv since there 
was no placebo control nor did the author 
demonstrate a dose-effect curve with one 
of the medications. Besides, no statistical 
analysis of the data was performed. 

In a study in experimentally induced 
pain it was reported that in 10 volun¬ 
teers who had pain induced in their tooth 
pulp “there was no statistically signifi¬ 
cant difference in the analgesic response 
produced by aspirin compared with that 
of aluminum aspirin” (Ref. 6). The in¬ 
dividuals recived 5 gr of each prepara¬ 
tion. This information is contained in a 
letter and no description of the statisti¬ 
cal anal vs Is of the data is given No data 
are provided in tabulated form. The con¬ 
clusions seem to be based on “impression 
of efficacy.” In addition, studies utilizing 
experimentally induced pain are only 
supportive and not definitive in showing 
analgesic effectiveness because they do 
not measure pain under normal condi¬ 
tions where pain is caused by a variety 
of causes. 

The Panel finds that aluminum aspirin 
may be an effective analgesic, but be¬ 
cause of its poor absorption, its efficacy 


compared to aspirin cannot be stated at 
this time. 

(2 > Safety. Data reviewed by the Panel 
Indicate that aluminum aspirin is as safe 
as aspirin in equivalent doses. Although 
the evidence is not complete, it seems to 
indicate that the severity and incidence 
of adverse reactions, either prior to or 
after absorption, would be comparable to 
that of aspirin as discussed previously in 
this document. (See part HI. paragraph 
B.la.<2) above—Safety.) Consequently, 
all cautions required for aspirin should 
be required for aluminum aspirin. 

(3) Proposed dosage . Adult oral dos¬ 
age Is 365 to 730 jng every 4 hours while 
symptoms persist not to exceed 4.380 
mg in 24 hours for not more than 10 
days. Children 11 to under 12 years oral 
dosage is 365 mg every 4 hours while 
symptoms persist not to exceed 1,825 mg 
in 24 hours for not more than 5 days. 
Children 9 to under 11 years oral dosage 
is 305 mg every 4 hours while symptoms 
persist not to exceed 1,525 mg In 24 
hours for not more than 5 days. Chil¬ 
dren 6 to under 9 years oral dosage is 
215 mg every 4 hours while symptoms 
persist not to exceed 1,075 mg in 24 hours 
for not more than 5 days. Children 4 
to under 6 years oral dosage is 180 mg 
every 4 hours while symptoms persist 
not to exceed 900 mg in 24 hours for not 
more than 5 days. Children 2 to under 
4 years oral dosage is 120 mg every 4 
hours while symptoms persist not to ex¬ 
ceed 600 mg in 24 hours for not more 
than 5 days. For children under 2 years, 
there is no recommended dosage except 
under the advice and supervision of a 
physician. 

(4) Labeling . The Panel recommends 
the Category I labeling for analgestic 
active ingredients. (See part HI. para¬ 
graph B.l. below-—Category I Labeling.) 
In addition, the Panel recommends the 
following specific labeling: (i) Warn¬ 
ings. <a> “This product contains aspirin. 
Do not take this product if you are al¬ 
lergic to aspirin or if you have asthma 
except under the advice and supervision 
of a physician”. 

<b) “Do not take this product during 
the last 3 months of pregnancy except 
under the advice and supervision of a 
physician”. 

<c) For oral product formulations to 
be chewed before swallowing: "Do not 
take this product for at least 7 days af¬ 
ter tonsillectomy or oral surgery except 
under the advice and supervision of a 
physician”. 

(ii) Analgesic equivalence value. In 
the previous discussion on ’’standard 
strength” dosage forms the Panel made 
clear the need to indicate the quantity 
of aluminum aspirin per tablet, tea¬ 
spoon or other dosage units as well as 
the quantity by which a particular prod¬ 
uct containing aluminum aspirin differs 
per dosage unit from the established 
standard of 325 mg <5 gr> aspirin. (See 
part n. paragraph E. above—-Standard 
Dosage Unit ad Analgesic Equivalence 
Value.) 

The Panel recommends that products 
containing aluminum aspirin be clearly 
labeled on the principal display panel: 


’’Equivalent to X mg (X gr) per dosage 
unit of the established standard of 325 
mg (5 gr) aspirin per dosage unit”. The 
actual amount of "X” of equivalent an¬ 
algesic effectiveness for the specific 
product shall be used. The term “dosa*;* 
unit” may be replaced by the applicable 
dosage form such as tablet or capsule 
For example, a product containing 365 
mg aluminum aspirin per tablet (dos¬ 
age unit) shall be labeled. “Equivalent 
to 325 mg (5 gr) per tablet of the estab¬ 
lished standard of 325 mg (5 gr) aspirin 
per tablet". 

(5) Evaluation. Data to demonstrate 
effectiveness will be required in accord¬ 
ance with the guidelines set forth below 
for analgesic drugs. Bioavailability stud¬ 
ies of aluminum aspirin in man miM 
show comparable blood levels of salicy¬ 
lates to those following administration 
of a standard aspirin as detailed below 
and/or clinical evaluation of efficacy 
(See Part in paragraph C. below— 
Data Required for Evaluation.) 

Roxrznces 

(1) Wheeler. W. C., “Comparative Alum: 
num Aspirin Blood Level Test.” draft of 
unpublished paper la included In OTC 
Volume 030037. 

(2) Levy, O. and B. A. Sahil. “Compari¬ 
son of the Gastrointestinal Absorption of 
Aluminum Acetylaallcylate and Acetylsalicy- 
11c Acid in Man.” Journal of Pharmaceutic*: 
Sciences. 61:68-62, 1962. 

(3) Nogami. H. and M. Hanano. “8tudl« 
on Absorption and Excretion of Drugs. VIII 
The Release Rate In Vivo of Antipyretic and 
Analgesic Drugs from Commercial 8ugar 
Coated Tablets. 1 ’ Chemical and Pharmaa j- 
tical Bulletin. 16:1002-1009. 1967. 

(4) OTC Volume 030037. 

(6) Watrous, R. M-. “Clinical Trial of 2S 
Grain Aluminum Aspirin Dulcet Tablets 
draft of unpublished paper Is Included :n 
OTC Volume 030037 

(6) Karris. 8. draft of unpublished paper 
Is included In OTC Volume 030037. 

b. Antipyrine. The Panel concludes 
that there are insufficient data to de¬ 
termine the safety and effectiveness of 
antipyrine as an OTC analgesic whet*, 
as recommended, the dosage is limited 
to a single 975 rag d06e in 24 hours while 
symptoms persist for not more than 10 
days. For children under 12 years, there 
is no recommended dosage except under 
the advice and supervision of a physi¬ 
cian. 

(1) Effectiveness. Antipyrine was syn- 
thetized in 1883 by Knorr (Ref. 1) after 
a 40-yeor search to find a safer and more 
effective antipyretic than quinine. When 
its use as an antipyretic was declining 
antipyrine continued to be used for its 
analgesic effects which were, first dis¬ 
covered in 1886. In the last 50 year- , 
however, for reasons not entirely clear, 
antipyrine has declined in use as an 
analgesic. This is thought to be due to 
the increased popularity of the salicy¬ 
lates and not because of a demonstrated 
lesser effectiveness or safety of antipy¬ 
rine (Ref. 1). In Europe, where it is 
much more commonly used by large seg¬ 
ments of the population, it is foun^ 
mainly in combination with other prod¬ 
ucts. Therefore, there are insufficiciit 
data on the safety and effectiveness of 
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mtipyrtne as a single ingredient. The 
. orld consumption is estimated at 900 
cons annually (Ref. 2). 

Though antlpyrinc has been generally 
cognized since 1883 as an effective an¬ 
algesic, no well-controlled studies of its 
analgesic effectiveness in the clinical 
tuation . have been reported. As re¬ 
viewed by Greenberg (Ref. 1). numerous 
reports of experimental tests of the pain 
tnreshoid in man. using mechanical, 
thermal, or electrical stimulation, de- 
ribe only moderate or. In moat cases, 
inconsistent and generally inconclusive 
effects of antlpyrine in elevating the pain 
resholds. Similar tests designed for use 
in animals yielded significantly posi¬ 
tive results only when excessive doses of 
i iupyrine were used. These questionable 
: suits are undoubtedly attributable to 
the inadequacy of such methods in 
measuring parameters related to the true 
clinical effectiveness of analgesic drugs. 

The manufacturer of the only product 
submitted containing antlpyrine cites In 
his labeling and in his submission a study 
l.v Brodie and Axelrod (Ref. 3) who state 
that "the transformation of antlpyrine 
is slow, so that plasma levels after a 
? ingle therapeutic dose decline only 1 to 
12 percent per hour, resulting in plasma 
levels of 15 hours or more. This is con¬ 
siderably longer than with acetanilide. 

; henacetin or W-acetyl-p-aminophenol.“ 
Thus, from this study it h apparent that 
the metabolism of antlpyrine is slow and 
that one would expect it to provide 
longer antipyretic and analgesic action. 

The Panel finds that antlpyrine may 
be an effective analgesic, but because of 
a lack of clinical studies, its effectiveness 
compared to aspirin cannot be estab¬ 
lished at this time. 

The Panel believes that in view of these 
certainties, appropriate comparative 
riinic&l studies should be completed 
before antlpyrine can be considered gen¬ 
erally recognized as effective. (See part 
in. paragraph C. below—Data Required 
for Evaluation.) 

(2) Safety. The Panel concludes that 
(here are insufficient data to determine 
rhe safety of antlpyrine when taken in 
the recommended dose and dosage sched¬ 
ule for the relief of occasional minor 
aches and pains, and headache. Because 
of safety considerations discussed below, 
the Panel has made no recommendations 
for the use of antlpyrine in children un¬ 
der 12 years of age. 

Antlpyrine has been said to have fewer 
nde effects than aspirin. It is said to not 
interfere with the blood clotting mech¬ 
anism as does aspirin. There Is no evi¬ 
dence that antlpyrine is hepatotoxic as 
b acetaminophen in large doses. Homv- 
ever. it should be pointed out that the 
side effect liability of this compound is 
not as well understood as that of aspirin 
because of its limited use in the U.S. 

Unlike aminopyrine. antlpyrine has not 
been established as a significant cause 
of agranulocytosis. According to Green¬ 
berg's extensively documented review 
'Ref. 1). only two cases of agranulocy¬ 
tosis had been reported to be due to antl- 
pyrlne prior to 1950, and there was doubt 
that antlpyrine was the specific etlologlc 


agent even in these two cases. Since that 
time no further cases have come to light. 
Though antlpyrine is closely related 
chemically to aminopyrine it is metabo¬ 
lized differently (Refs. 3 and 4). which 
undoubtedly accounts for the different 
propensities of the two drugs to produce 
agranulocytosis. 

Of 394 cases of antlpyrine poisoning, 
reported prior to 1950 and reviewed by 
Greenberg (Ref. 1). 77 percent were of 
an allergic nature and 18 percent nonal- 
lcrglc (5 percent undetermined). Of 
these 394 cases. 23 were reported as ter¬ 
minating in death, all of which were in 
the groups showing reactions of the non- 
ailergic or undetermined nature. In none 
of the fatal cases could the contributory 
role of antlpyrine be fully assessed be¬ 
cause the patients were suffering from 
serious diseases, such as typhoid, typhus, 
pneumonia, puerperal fever and brain 
tumor, and therefore were taking or had 
taken other drugs, or had taken obvious 
overdoses of antlpyrine. It is noteworthy 
that all of the “fatal cases" described 
(Ref. 1> were reported between 1885 and 
1913. There Is serious doubt of a definite 
causal relational© between these fatali¬ 
ties end antlpyrine. except In one case 
of a murder by the use of 4 drachms (18 
g> of the drug (Ref. 1). Subsequent to 
Oreenberg's 1950 review (Ref. 1) # no 
fatalities definitely attributable to anti- 
pyrine have been reported. 

The Panel reviewed numerous case re¬ 
ports of adverse reactions in which anti- 
pyrine was suspected of playing a caus¬ 
ative role. These case reports are sum¬ 
marized In the following table: 

AxTimiKf Cass Reposts 

Case Report I (Ref. 5): 

Author: Brocq (1894). 

Medication: Antlpyrine. 

Patient description: Three white females 
Signs and symptoms: Fixed pigmented 
erythema. * 1 

Antlpyrine test dose: • 

Other drug test dose: 1 * * * * 
Outcome:• 

Case Report II (Ref. 6): 

Author: Apolant (1898). 

Medication: Antlpyrine (ointment). 
Patient description; • 

Signs and symptoms: Erythema reap¬ 
peared after local application of an 
antipyrine-contalnlng ointment. 
Antipyrtne test dose: +, + • 

Other drug test dose: ■ 

Oufcowi*.' * 

Case Report III (Ref. 7): 

Authors: Ritchie Sc Splller (1949). 
Medication: Antipyrine-contalnlng cold 
medicine (2 tablets). 

Patient description: One white male. 

Signs and symptoms: Large, dusky 
erythematous and scaly marbles scat¬ 
tered over shoulders, srms and thighs. 
Antlpyrine test dose: +, + * 

Other drug test dose: +. *f * 

Outcome: Hospitalization. 


1 The term “fixed*' was used because once 
the reaction had occurred It tended to reap¬ 
pear In the same areas of the body where It 
had occurred previously. 

1 Not specified. 

■ The first sign (*f or —) Indicates whether 

test doses were employed to see If signs and 

symptoms reappeared. The second sign (*f or 

—) Indicate* whether the reaction was posi¬ 

tive or negative. 


Case Report IV (Ref. 8): 

Authors: McDuUoch A Zeilgman (1951). 
Medication: Antipyrine-contalnlng cold 
preparation. 

Patient description: One black male. 
Signs and symptoms: Numerous erythe¬ 
matous and hyperplgmented well- 
demarcated plaques, some of which 
contained central bullae. They were 
located in the face, neck, chest, back, 
buttocks, abdomen, upper and lower 
extremities, scrotum and glans penis. 
Antipyrtne test dose: +. + » 

Oth*r druo test dote: • 

Outcome: Hospitalization for more than 
7 days. 

Cose Report V ( Ref. 9): 

Authors Ooldman At Rockwell (1951). 
Medication Antipyrine-contalnlng cold 
preparation. 

Patient description One black male. 
Signs and symptoms: 7 days history of 
sore lips and penis, fever and chills, 
loss of appetite and headache. The lips 
and the interior portion of the penis 
were edematous and denuded with 
crusting and bleeding. 

Antipyrtne test dose: +, + • 

Other drug test dose: — 

Outcome: Hospitalization for more than 
19 days. 

Case Report VI (Ref. 10): 

Authors: Kennedy ct al. 1957. 

Medication: Antipyrine-contalnlng cold 
preparation. 

Patient description: 21 black males and 
7 black females. 

Signs and symptoms: Pruritus, burning 
of the mouth and throats sometimes 
choking sensation and some times 
pain referred to the genito-urinary 
system. Tbs mucosa of t»*e eyes, mouth 
and genitalia was involved and large, 
pigmented bullous lesions, of the type 
seen In erythema multiforme, ap¬ 
peared over the body, particularly on 
the neck, thighs and genitals. Patients 
were acutely ill and had fever over 
102* P. 

Antivvrine test dose: — 

Other drug test dose: — 

Outcome: Hospitalization of various 
duration; one desth. 

Cose Report VII (Ref. It): 

Authors: Nelson and Berry (1907), 
Medication: Antipyrine-contalnlng cold 
preparation (plus large quantities or 
whiskey). 

Patient description: Three black males. 
Signs and symptoms: "Typical skin rash** 
(due to antlpyrine). neurological 
symptoms, grand mal seizures, decere¬ 
brate posturing, tremors, nystagmus 
and deviation of the tongue. 

Antipvrine test dose: — 

Other drug test dose: — 

Outcome: Hospitalization; one death. 
Case Report VIII (Ref. 12): 

Author: Vcrbou (1972). 

Medication taken: Dlchloralphenazone 
(an antlpyrine derivative with hypno¬ 
tic properties). 

Patient description One white female. 
Signs and symptoms: Severe Irritation 
of the upper thighs and erythematous 
circular patches. 

Antlpyrine test dose: -f, 4* 9 
Other drug test dose: — 

Outcome :» 

It is Interesting to note from the above 
description and tabulation that the most 
striking feature of antlpyrine hyper¬ 
sensitivity Is the “fixed pigmented eryth¬ 
ema” originally described by Brocq (Ref. 
5). In 1894, 11 years after antipyrtne 
had been introduced, Brocq discovered 
(Ref. 5), to his “intense embarrass- 
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mcnt” because he missed the diagnosis 
at first, that antipyrine could cause a 
dermatological reaction. He described 
that once the reaction occurred it tended 
to reappear when the drug was taken 
again, in the same areas of the body in 
which it had previously occurred which 
in most cases had remained darker in 
color. He coined the term of “fixed pig¬ 
mented erythema'* which Is still used. 

In 1898. Apolant (Hef. 6) suggested 
that the fixed eruption caused by anti¬ 
pyrine was the result of “the arrival of 
body fluids containing the drug at the 
affected site.** To prove his hypothesis 
he prepared an ointment containing 10 
percent antipyrine in lanolin. After rub¬ 
bing this ointment in previously affected 
areas, he observed that Itching occurred 
at these sites within 10 minutes, and 
that within 24 hours an erythema, ex¬ 
actly like the original in size but some¬ 
what less In degree, appeared and lasted 
for about 3 days. Previously unaffected 
sites did not react to the application of 
the ointment. 

Two articles cited in the table of anti¬ 
pyrine case reports warrant further dis¬ 
cussion. 

Goldman and Rockwell <Ref. 9) have 
reported a case of a 47-year-old male 
Negro who was admitted to the hospital 
with a 7-day history of sore lips and 
penis, fever and chills, loss of appetite 
and headache. The patient had ingested 
10 days before admission a marketed 
OTC cold remedy containing 3.9 g anti¬ 
pyrine (60 gr>. His temperature on ad¬ 
mission was 102* F and both his lips and 
anterior portion of the penis were edem¬ 
atous and denuded with crusting and 
bleeding. 

Ulceration of the buccal mucosa and 
erythematous, pigmented lesions on the 
hands and body were noted. Ten days 
later the patient improved and was 
asymptomatic. To prove the hypersensi¬ 
tivity, 0.2 g (3 gr) antipyrine was admin¬ 
istered to the patient. The patient re¬ 
sponded with a fever for 4 days, severe 
abdominal pain and pruritus of the 
perianal region and in the pigmented 
lesions on the hands. 

A week later the patient was given 100 
mg cortisone at 2 p.m and 4:00 p.m.. and 
0.2 g antipyrine was administered at 5 
pjn. followed by an additional dose of 50 
mg cortisone at 5:30 p.m. Only a minimal 
pruritus in the hands was reported by 
the patient. This is another case in which 
hypersensitivity to antipyrine was 
proved first with a challenge dose of an- 
tipyrtne and then the reaction was pre¬ 
vented by the concurrent administration 
of cortisone. 

Kennedy et al. <Ref. 10) have reported 
28 cases, all Negroes, of dermatitis medi¬ 
camentosa following the use of a mar¬ 
keted OTC cold preparation containing 
antipyrine. Kennedy et al comment that 
at that time «1959 > druggists in New Or¬ 
leans and elsewhere in Louisiana were 
reporting an increasing amount of sales 
of the marketed OTC antlpyrine-con- 
taining cold preparation This increase 
in sales was reflected in the increasing 
number of reactions to the marketed 
OTC antipyrine-containlng cold product 
observed at the New Orleans Charity 


Hospital. The authors then cite the fol¬ 
lowing: “Over the last year, there has 
seldom been a time when at least one 
patient with dermatitis medicamentosa 
from this cause was not under treatment 
on the dermatological wards. The seri¬ 
ousness of the condition is shown not 
only by the fatal case In the series but 
by the fact that the average period of 
hospitalization was 14 days.’* 

All the cases reported by Kennedy et 
al. were black and 21 out of 28 were 
males. Seventeen patients had taken the 
marketed OTC antipyrine-containlng 
cold product in the past but only nine 
patients gave a history of previous re¬ 
actions. The history and clinical picture 
w r ere the same in all cases of these series. 
Kennedy et al. cite: “The typical onset 
Included generalized pruritus, burning of 
the mouth and throat, sometimes chok¬ 
ing sensations and sometimes pain re¬ 
ferred to the genitourinary system The 
mucosa of the eyes, mouth and genitalia 
was involved, and large, pigmented bull¬ 
ous lesions of the type seen in ery thema 
multiformc. aopeared over the body, par¬ 
ticularly on the neck, trunk, thighs and 
genitals. All the patients were acutely 
ill. Fever was frequently 102* F or 
higher.** 

In this series, there was no correlation 
between the size of the dose and the se¬ 
verity of the reaction. In the single fatal 
case reported, the patient took half-a- 
glassful but another patient had taken 
one full bottle followed 5 days later by 
another bottle and survived, although he 
had a serious reaction. Patch tests were 
performed on five patients of this scries 
either with antipyrine alone or with the 
liquid marketed OTC an tiny rine-con¬ 
taining cold preparation. Three out of 
five patients responded positively to 
either antipyrine alone or the marketed 
OTC antipyrinc-containing liquid cold 
preparation One of the patients on 
whom a positive response was not 
elicited was receiving prednisone at the 
time the tests were carried out. 

The severity of the symntoms in the 
patients of this series discouraged ex¬ 
perimental administration of the mar¬ 
keted OTC antipyrine-containlng cold 
product or antipyrine alone to the sub¬ 
jects. However, one patient who had been 
released after 22 days hospitalization for 
severe eruptions and had been warned 
not to use this medication or anything 
containing antipyrine again, provided 
unwittingly an experimental demonstra¬ 
tion of this reaction. He took a compound 
containing 100 mg antipyrine as well as 
sodium salicylate and caffeine. After tak¬ 
ing two doses of this drug the patient 
had an immediate burning sensation 
over the entire body and had blisters on 
the limbs, back, penis and mouth, the 
same areas that had been affected in the 
first episode that required hospitaliza¬ 
tion. The reaction was so severe that he 
required hospitalization again. 

This series is the largest found in the 
literature concerning the toxicity of an¬ 
tipyrine and seems to show without any 
doubt that all the reported reactions are 
indeed due to antipyrine hypersen¬ 
sitivity. 


Early toxicologic experiments with 
various species of animals, as reviewed 
by Greenberg (Ref. 1), revealed stimula¬ 
tion of the central nervous system, fol¬ 
lowed by depression, with oral doses o( 
the order of 500 mg/kg or larger. The 
oral lethal dose of antipyrine in sever .1 
species was reported to be 1,000 mg/kg 
or more. If this could be extrapolated to 
man. it w’ould provide a wide margin ol 
safety with respect to the acute toxicity 
of antipyrine. Because of species differ¬ 
ences. this Ls rarely possible. 

However, this does not preclude the 
occasional hypersensitivity reaction 
summarized in the table of antipyrine 
case reports above, which Is of concern 
to the Panel. 

Thus the main concern of the Panel 
is that there is an association between 
the use of antipyrine and the occurrence 
of fixed pigmented erythemia of the skin 
(so-called Brocq Skin Eruption). Sk.n 
emotions have also been reported fol¬ 
lowing the use of such drugs as quinine, 
phenacetin, aspirin, acetaminophen, 
phenophthaleln. barbiturates, antihista¬ 
mines. etc. (Ref. 13). However, the reac¬ 
tions with these drugs are not reported 
to be as severe as the reactions with 
antipyrine (Refs. 14 through 18>. 

In summary, the Panel finds that such 
reactions are relatively rare following 
the use of antipyrine. The exact Inci¬ 
dence cannot be determined at this time 
In suite of the fact that the annual 
world consumption of antipyrine is esti¬ 
mated at 900 tons the number of cases 
of adverse reactions reported is rare 

Antipyrine has been said to have fewer 
side effects than aspirin. It Is said not 
to interfere with the blood clotting mech¬ 
anism as does aspirin, and there is no 
evidence that antipyrine causes hepato- 
toxiclty as does acetaminophen when 
used in large doses (Refs. 1 and 3>. The 
Panel believes that this compound should 
be studied further to determine its risk 
to benefit ratio because it represents an 
antipyretic-analgesic with a long dura¬ 
tion of action chemically distinct from 
acetaminophen or the salicylates and 
could be an alternative in patients who 
do not tolerate other analgesic drugs. 

<3) Proposed dosage. Adult oral dam¬ 
age is limited to a single 975 mg dose m 
24 hours while symptoms persist for not 
more than 10 days. For children under 
12 years, there is no recommended dos¬ 
age except under the advice and super¬ 
vision of a physician. 

(4) Labeling The Panel recommends 
the Category I labeling for analgesic ac¬ 
tive ingredients. (See part m paragraph 
B.l. above—Category I Labeling » In 
addition, the Panel recommends the fol¬ 
lowing specific labeling: <l> Wutnings. 
( a ) “Do not exceed recommended dos¬ 
age’*. 

<b) “If skin rash appears discontinue 
use and consult a physician.*’ 

(5> Evaluation. Data to demonstrate 
effectiveness will be required in accord¬ 
ance with the guidelines set forth below 
tor analgesic drugs (See part m. para¬ 
graph C. below—Data Required for Eval¬ 
uation.* Data to demonstrate safety 
should Include epidemiological studio 
which take into consideration the con- 
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eerrn of the Panel. Interested drug man¬ 
ufacturers should consult with the Food 
and Drug Administration as to the de¬ 
sign of such studies. The studies should 
insider pharmacogenettc factors and 
include several racial groups. 

<6) Minority statement of the Panel. 
The minority of the Panel concludes that 
antipyrine is unsafe and should be in 
category II. 

The extensive review of adverse reac- 
descrlbed in this document above 
includes analysis of the literature. Thir¬ 
ty-six patients with fixed pigment ery¬ 
thema have been reported. The severe 
skiii disease reported In 28 black patients 
in New Orleans and the predominance 
of blacks in the other case reports sug¬ 
gested that future studies of toxicity 
must be done in this target population. 
As these studies may lead to serious 
llness in the study group and since other 
nalgesftcs are available at present, the 
risk to benefit ratio of such a study of 
mtipyrint toxicity Is extremely high. 
This type of prospective toxicity study 
hould be required if the drug is to move 
from Category III to Category I. The 
minority of the Panel feels that such a 
study has a high risk to benefit ratio and 
therefore would place antipyrine In Cat¬ 
egory n. 
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c. Salicylamldi r. The Panel concludes 
that there are insufficient data to deter¬ 
mine that salicylamide is either safe or 
effective when used in combination as an 
OTC analgesic in the currently mar¬ 
keted dosage of 97 2 to 400 mg. The 
Panel finds that salicylamide when used 
alone at a higher dosage (1.000 mg every 
4 hours while symptoms persist not to 
exceed 6.000 mg In 24 hours for not more 
than 10 days) mav be effective but has 
not been demonstrated to be safe for 
OTC use. Therefore, the Panel recom¬ 
mends that salicylamide not be made 
available for OTC use at the higher dos¬ 
age range until suitable studies have 
been completed to show both safety and 
effectiveness. In addition, the Panel has 
also considered the use of salicylamide 
in combination as an OTC analgesic 
adjuvant elsewhere in this document, 
i See part VI. paragraph BJ>. below— 
Salicylamide.) 

(1) Effectiveness . Salicvlamide is cur¬ 
rently marketed as an OTC analgesic- 
antipyretic agent. It is used primarily in 
a wide variety pf OTC analgesic com¬ 
bination products and in cold prepara¬ 
tions as an analgesic agent. The amount 
per dosage unit ranges from 97.2 to 400 
mg salicvlamide in such combinations. 
It has also been used in sedative prod¬ 
ucts for Its alight hypnotic properties. 

Until a few years ago. it was marketed 
as a single ingredient in a suspension 
dosage form for use as an OTC antipy¬ 
retic for pediatric use in the treatment 
of mild fever at a dose of 100 mg every 
3 to 4 hours for each year of age. Since 
then, the product has been reformu¬ 
lated. The salicylamide was removed 
from the product and replaced with 
acetaminophen. 

Salicylamide is not a salicylate but 
the amide congener of salicylic acid. 
However, it is often included in the sal¬ 
icylate class. It does not have the chem¬ 
ical properties of the salicylates and is 
not hydrolyzed to salicylic acid in the 
body as are aspirin and the other salic¬ 
ylates (Ref. 1). It also does not form 
salts of salicylic acid. Salicylamide was 
first tested for analgesic activity In 1947 
when Hart compared it with aspirin In 
rats (Ref. 2). 

Because of the unique characteristics 
of the drug, the Panel has divided the 
discussion Into the following sections: 

(l) Biolavailability (pharmacokinet¬ 
ics) . Recent pharmacokinetic studies in¬ 
dicate that many of the discrepancies 
found in the earlier published clinical 


evaluations of salicylamide prepara¬ 
tions, which are discussed below , can be 
explained in part by the unusual absorp¬ 
tion and metabolism characteristics of 
this drug. (See part m. paragraph B.3.C. 
(lHUHb) below—Clinical studies.) 

Contrary to many other drugs, it is 
Important to note that salicylamide. 
which Is the parent (free, unmetabo- 
llzed) active drug, can be almost com¬ 
pletely metabolized to Inactive metabo¬ 
lites during its transit from the 
gastrointestinal lumen through the gas¬ 
trointestinal mucosa and hepatic circu¬ 
lation before it is even absorbed into 
systemic circulation (blood) to become 
available for therapeutic action. This 
initial absorption (transit) of the drug 
before it becomes available in the sys¬ 
temic circulation is called the absorp¬ 
tive phase. The rapid rate of elimina¬ 
tion noted by earlier authors is due to 
the metabolism of the drug during the 
absorptive phase by intestinal and/or 
liver drug conjugating enzyme systems. 
In the absorptive phase, salicylamide is 
metabolized principally to glucuronlde 
and sulfate conjugates by intestinal and 
primarily hepatic metabolizing systems. 

The rate and extent of salicylamide 
metabolism by these systems during the 
absorptive phase is saturable, i.e.. the 
metabolizing capacity is limited by 
available metabolizing sites and enzymes 
and therefore greatly dependent on both 
the dose and dosage form. e.g.. solution, 
suspension or tablet, administered. 
Hence, the complete metabolism of an 
administered oral dose of salicylamide 
can occur very rapidly during thiq ab¬ 
sorptive phase with use of a commercial 
dosage form of the drug. i.e.. tablets. 
Since the drug is poorly wrater-soluble 
(approximately 0.2 percent), the small 
amount available for the absorptive 
phase at any one time from tablet dis¬ 
solution is metabolized ns quickly as it is 
absorbed from the gastrointestinal lu¬ 
men and the first pass through the liver, 
leaving little circulating active (un¬ 
metabolized) salicylamide available for 
therapeutic action. 

The metabolism, at low doses, is so 
extensive that virtually no active (un¬ 
metabolized) drug is available for ab¬ 
sorption into the systemic circulation for 
distribution to the siteis) of therapeutic 
action. The rapid metabolism of salicyl¬ 
amide, he., its metabolism before the 
drug even reaches the circulatory sys¬ 
tem. makes the availability of active (un¬ 
metabolized » salicylamide dependent on 
the metabolic rate. At low* doses and with 
the usual dosage form (tablets) from 
which the drug has been shown to be 
slowly released, the concentrations of in¬ 
testinal and hepatic enzymes can be 
sufficient to completely metabolize sali¬ 
cylamide. leaving little or no free drug 
available to be absorbed into the sys¬ 
temic circulation (Ref. 3). The metabo¬ 
lism of salicylamide is therefore dose-de¬ 
pendent and dosage-form-dependent 
during the absorptive phase (initial 
transit). However, os indicated, the ca¬ 
pacity for the intestinal and hepatic 
enzymes to metabolize salicylamide Is 
limited (saturable) (Ref. 4). The rate 
and extent of salicylamide metabolism 
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by these enzymes Is dose-dependent be¬ 
cause a limit to metabolism by these en¬ 
zymes (saturation of the enzyme sys¬ 
tems) can be reached. To overcome this 
limit, a high dose, termed the “break¬ 
through dose’* is needed A “break¬ 
through” dose is a dose that contains, in 
addition to a sufficient amount of sali- 
cylamide to overwhelm the metabolizing 
limits of the intestinal and hepatic en¬ 
zymes. a quantity of salicylamlde that 
will break through this metabolizing 
barrier and allow active ‘unmetabolized) 
drug to reach the systemic circulation in¬ 
tact. Studies have shown that very small 
Increases in the dose above the “break¬ 
through” does result in profound in¬ 
creases in systemic availability of active 
(unmetabolized) salicylamlde. Studies 
indicate that both intestinal and hepatic 
sites of salicylamlde metabolism are 
saturated (limited) at doses higher than 
the breakthrough doses. The slow drug- 
releasing dosage form ‘tablets) In which 
salicylamlde is available is also a factor 
which needs to be considered In deter¬ 
mining a “breakthrough” dose. 

It is possible that a dosage form which 
would release the active ingredient slow¬ 
ly either purposefully as in a timed-re¬ 
lease form or accidentally through Im¬ 
proper formulation as in a tablet, would 
fail to saturate the metabolic enzymes 
even though each dosaee unit contained 
a breakthrough dose. The failure to re¬ 
lease adequate active ingredient at a rate 
sufficient to overwhelm these enzvmes 
would result in no free drug emerg¬ 
ing from the liver to the systemic cir¬ 
culation and therefore in no therapeutic 
efficacy. For this reason, the formula¬ 
tion of each drug product must ensure 
a proper rate of release. 

Several earlier workers noted that the 
pharmacologically active (unraetabo- 
lized) salicylamlde is rapidly eliminated 
from the body bv hepatic metabolism 
(Refs. 5 and 6) to the corresponding glu- 
curontdc and sulfate conjugates (Refs. 
7 through 12>. These water soluble con¬ 
jugates of salicylamlde are considered 
to be pharmacologically inactive and are 
rapidly eliminated by the kidney (Refs. 
11 and 12). 

Very little active <un metabolized) sa- 
licylamide can be detected in the plasma 
or urine after usual oral single doses of 
300 to 600 mg. Most earlier blood level 
studies, therefore, measured only total 
drug (active drug plus metabolites). It is 
now clear that for a drug with nonlinear 
metabolism, i.e., the rate of metabolism is 
not linearly related to the dose, like sa- 
licylamidc. analytical methods measur¬ 
ing the concentrations of total drug 
alone provide no information on the bio- 
availability (systemic availability) of the 
parent drug. i.e.. the amount of unmeta¬ 
bolized drug reaching the systemic <gen- 
♦ eral) circulation after oral administra¬ 
tion. 

Levy and Matsuzawa (Ref. 13) dem¬ 
onstrated that the metabolism of salicyl- 
amide was saturable since changes In the 
ratio of the amounts of sulfate and glu- 
curonide conjugates appearing In the 
urine occurred with different doses and 
different dosage forms. 


Evidence that saliclyamide is exten¬ 
sively metabolized during the absorp¬ 
tive phase in man was demonstrated in a 
study which compared both active drug 
(unmetabolized salicylamlde) and total 
drug (active drug plus metabolites) in 
plasma following oral and intravenous 
administration of a 300 mg dose. Free 
(active) drug was greatly reduced but 
not the metabollties following oral ad¬ 
ministration, Over 90 percent of the ac¬ 
tive drug was metabolized during the 
absorptive phase. Additional studies 
comparing different dosage forms at the 
same dose show that metabolizing 
enzyme systems are saturable during ab¬ 
sorption and the bioavailability Is de¬ 
pendent on the dose and dosage form 
given (Refs. 13 and 14». 

In studies where active (unmetabo¬ 
lized) salicylamlde in plasma is meas¬ 
ured and can be distinguished from the 
conjugated, inactive ‘metabolized) drug 
by sensitive assay procedures, it seems 
that the levels arc indirectly influenced 
by the dose given (Ref. 14 > as illustrated 
in the following table: 

Dosc-rclatcd effect$—peak plasma conccn- 
tratioi i (tnlrrograntn per millimeter) of 
active (wnMetabotiied)*oticylamf(tc fol¬ 
lowing tingle oral dose ffirct i In solution 


Dorn 




300 mg 

1,000 inf 

2000 mg 

Sub* 

eel A. 

0.2 

LO 

9.8 

Bra 

eel B. 

*0 

.0 

IS.S 

Subj 

eel C . 

id 

LO 

• 19.0 


» Tirana VtreJs could not l* drUeted 
•Patient was sedated 

These data show that the doses usually 
used in combinations produce negligible 
plasma levels. As the dose is increased 
from 1,000 to 2,000 mg. inordinate in¬ 
creases in the peak plasma concentration 
(10 to 20 fold) are observed. Based on 
other Information (Refs. 13 and 15) 
these workers concluded that with 
smaller doses <300 to 600 jng> the drug 
is metabolized almost completely during 
the absorptive phase. But at higher doses, 
termed the “breakthrough dose”, the 
metabolism system becomes saturated 
resulting in a decrease in the fraction of 
the dose metabolized and an increase in 
active (unmetabolized) salicylamlde 
reaching the systemic circulation <Ref. 
14), It is important to note that these 
dose dependent effects on systemic 
availability of active (unmetabolized) 
drug would not be evident if only total 
drug was measured in plasma or urine 
(Refs. 13 through 15). 

Dosage formulation also can influence 
the systemic availability and plasma 
blood levels of active drug ‘free salicyl¬ 
amlde) . In a study of five subjects <Rcf. 
14). each given 1,200 mg sallcylamide in 
a noncommercial aqueous solution, com¬ 
mercial suspension and tablet, the maxi¬ 
mum active (unmetabolized) salicyl¬ 
amlde plasma concentration reached by 
the suspension was greatly reduced (2 
pg /ml). the tablet reached a higher level 
(3 pg/ml) and greater area under the 
plasma time curve but took a longer time 


for the peak concentration to be reached 
whereas the solution provided the high¬ 
est plasma level <13.8 /ag/ml). a signifi¬ 
cantly greater area under the plasma 
time curve. The following table summar¬ 
izes the peak plasma concentrations of 
free drug readied with each dosage 
form: 

Dosage form related effects — compari¬ 
son of peak plasma concentrations fol¬ 
lowing administration of 1.200 mg of 
different dosage forms 

Microgra' 


per 

Dosage form milliliter 

Solution, aqueous... *13.8 

Tablet (commercial)- J 3.0 

Suspension commercial)-- - 1 20 


•Peak plasma concentration active (un- 
metaboltzed) drug (mean of 5 subjects) 

Comparison of total drug in plasma and 
urine for each dosage form clearly shows 
that differences between dosage form 
are not due to decreased absorption but 
are due to increased metabolism during 
absorption of the more slowly released 
drug from the solid dosage forms. 

The salicylamlde suspension was quite 
viscous and the slow release resulted in 
drastically reduced plasma levels. It is 
significant that this formulation was 
used in early clinical trials and illus¬ 
trates the difficulties in assessing clinical 
effects of this drug unless its pharmaco¬ 
kinetic characteristics are well under¬ 
stood and sufficient data collected to as¬ 
sess systemic availability ‘Ref. 15). 

Therefore, the Panel concludes that it 
is obvious that the pharmacokinetic 
characteristics of saturable metabolism 
during the absorptive phase account for 
earlier difficulties in establishing a safe 
and efficacious dosage and standard for 
bloavallability studies. Eased upon cur¬ 
rent understanding, the Panel finds that 
this remains to be done. 

<li> Effectiveness as a single ingredi¬ 
ent. (a) Analgesia in animals. Anal¬ 
gesic potency evaluations of salicylamlde 
in animal studies have indicated that a 
wide range can be demonstrated when 
compared to aspirin. Hart reported sa¬ 
licylamlde to be six times as potent as 
aspirin in rats subjected to heat stimu¬ 
lus <Ref. 2). McKenzie found salicyl¬ 
amlde to be three to four times more 
potent than acetanilid in mice (Ref. 16'. 
and salicylamlde has been reported to be 
at least equal or better in several other 
animal studies (Ref. 12). 

(b> Clinical studies. Sallcylamide 
has been shown to have greater analge r 
effects in animals than aspirin. However, 
studies in humans with pathologic pain 
have shown that salicylamlde does not 
have any superiority over aspirin in 
doses below 600 mg and is lndisttngm l - 
able from placebo (Ref. 17). Beaver (Bel 
17) has suggested a number of possible 
explanations for this lack of correlation 
between the effect of salicylamlde on ex¬ 
perimental pain in animals and the din 
ical response to this agent in human? A 
possible explanation could be the lack 
of anti-inflammatory activity of salicyl¬ 
amlde ‘Refs 17 and 18) or alternatively 
that the lack of effective analgesia in 
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mun by salicylamide may be due to its 
r^pld absorption, early peak blood levels, 
extensive metabolism and rapid excre¬ 
tion «Refs. 9. 10. and 17). In five healthy 
subjects administered 2.000 mg saltcyl- 
nmide, peak serum levels were seen 1 
hour after administration and 50 percent 
of tiie total dose was excreted In the 
unne by the end of 4 hours postdoeing 
Ref. 9). 

Clinical studies on the efficacy of sail- 
cyiamld* in man have produced conflict¬ 
ing results, Many of these discrepancies 
can be explained on the basis of current 
knowledge of dose dependent absorption 
and deficiencies In experimental design 
including the following: Use of rheuma¬ 
toid and musculoskeletal pain to deter¬ 
mine analgesic effect even though sali- 
cylamide has no anti-inflammatory ac¬ 
tivity »Refs. 8 and 14): use of doses be¬ 
low the “breakthrough dose’* <300 to 600 
mg‘—because of the extensive metab¬ 
olism during the absorptive phase, doses 
of 600 mg or less would not be expected 
to have any significant clinical effect; use 
of dosage forms which have slow drug 
release' characteristics: decreased sys¬ 
temic availability: failure to use more 
than one dosage level: and failure to 
show sensitivity of method. 

clinical studies in humans have not 
demonstrated any superiority of sallcyl- 
amtde over aspirin. Several studies used 
low doses and could not distinguish the 
dr iff from placebo. Studies employing 
higher doses have established analgesic 
activity. Litter ct al. <Ref. 19) reported 
ai r,algesic effect of salicylamide in 90 
of 118 subjects (75 percent) with a vari- 
et of arthritic diseases. The total dally 
clones found to cause analgesia in these 
ri - imatic patients varied from 3,000 to 
24.000 mg. An average of 2.000 mg every 
4 to 6 hours was needed to allow a mod¬ 
erate to marked analgesic effect in 75 
percent of the patients. 

W dlcnstcin and Houde (Ref. 20). and 
Wallenstein. Houde and Beaver (Ref. 21 > 
compared aspirin, salicylamide and 
acetaminophen, using 600 rag doses, with 
placebo, in 27 patients with chronic pain 
due to advanced cancer. Each patient 
received at least one dose of each drug 
and replicated data was obtained oh 17 
patients. Hourly reports of changes In 
Piiin Intensity for a 6-hour period alter 
the administration of each drug were 
tabulated. They found aspirin and aceta¬ 
minophen significantly different from 
pt cebo but not from each other. How¬ 
ever. over the 6-hour observation period, 
sahcyiamlde did not show any superior¬ 
ity over placebo, but was "somewhat” 
more effective than placebo. 1 hour after 
artn.lnutraUon only. TTiis difference in 
the activity of salicylamide was explained 
by the rapid metabolism of salicylamide 
to an inactive compound resulting in a 
v< mv brief duration of action. 

„ ^Herman and Grossman evaluated 
ubjects in a double-blind study com¬ 
paring 600 mg salicylamide with 600 mg 
fi-Mbrtn taken every 4 hours for 1 to 3 
w» tks Most of the subjects had pain 
oue to osteoarthritis and/or musculolig- 
*mrntarv spasm or strain. They con¬ 
cluded that salicylamide was not an ef¬ 


fective analgesic or antirhcumatic medi¬ 
cation (Ref. 22). This study has several 
experimental deficiencies and has been 
criticized by several authors (Refs. 23 
and 24). In addition to the single border¬ 
line dose used, the poor choice of patient 
population (pain due to osteoarthritis), 
and the poor choice of a standard which 
also has anti-inflammatory effects, this 
study also failed to statistically distin¬ 
guish aspirin from placebo. 

In view of the contradictory conclu¬ 
sions reported in the literature regarding 
the degree of clinical response to sali- 
cylamide as an analgesic in man, some 
of which are a result of poor experimen¬ 
tal design, the Panel recommends further 
well-controlled clinical studies be done 
to demonstrate adequate and consistent 
analgesic activity. This compound has 
unique properties that make it manda¬ 
tory to clearly delineate the dosage form 
relation and the dose effects on systemic 
availability during such studies using 
analytical methods and pharmacokinetic 
studies which measure active (unmetab¬ 
olized) salicylamide in plasma. 

(2) Safetv The Panel concludes that 
salicylamide is ineffective in currently 
recommended doses of 300 to 600 mg and 
has not been adequately tested for safetv 
and should be placed in Category m. In 
addition at doses that may be effective, 
i.e., 1,000 mg every 4 hours not to exceed 
6.000 mg in 24 hours for not more than 
10 da vs. safetv has not been established 
for OTC use. The central nervous system 
effects of drowsiness and dizziness and 
gastrointestinal upset are common ad¬ 
verse effects reported when "higher doses 
arc used". Other toxic manifestations in 
dosages that can produce analgesia, such 
as hepatic effects in children and damage 
to blood formation following chronic use 
are sufficiently serious to warrant addi¬ 
tional study. 

Goodman and Gilman described gas¬ 
tric irritation in 10 percent of cases, 
drowsiness or dizziness in 10 and 20 per¬ 
cent of cases, respectively (Ref. 25). with 
dosages of 2.000 mg, 3 times daily re¬ 
quired to reach therapeutic plasma levels. 
Ba Herman and Grossman noticed side 
effects in 31 percent of patients taking 
600 mg of salicvlamide every four hours 
from one to three weeks which were 
evenlv distributed between gastrointes¬ 
tinal and central nervous system mani¬ 
festations (Ref. 22). 

Three cases of purpura attributed to 
salicylamide have been reported. Stett- 
bacher in 1950 reported a 48-year-old 
woman who had taken a total of 144 g 
in 3 months and devcloucd epistaxls. se¬ 
vere bruising and bleeding Examination 
revealed thrombocytopenia, depression 
of myeloid elements and maturation ar¬ 
rest of megakaryocytes in the bone mar¬ 
row (Ref. 26). 

Greig reported two cases of "black 
and blue" areas caused by effects on the 
blood clotting mechanism (thrombocy¬ 
topenic purpura) in 1955 «Ref. 27 > One 
woman took a total of 300 g orally in 
50 days and developed the usual signs 
and symptoms consisting of bruising and 
bleeding. The second case was also a 
woman who had taken a prescribed dose 


and developed these signs and symptoms. 
Bone marrow examination showed hypo, 
cellularity with hypoplasia of all ele¬ 
ments in both women. 

Very large doses of salicylamide can 
produce toxic effects similar to those 
of the salicvlates including ringing of 
the ears, ecchymoses. hemorrhagic le¬ 
sions. leucopenia and thrombocytopenia. 
Barr and Penna (Ref. 14) also describe 
hypotensive effects in large doses but do 
not delineate the exact dose. 

In an unpublished study submitted to 
the Panel dealing with the use of sall- 
cylamide (Ref. 28). W. S, Anderson re¬ 
ported his observations of 57 infants and 
children in Childrens Hospital In Wash¬ 
ington. D.C. All of these infants and 
children were hospital patients and 
many were admitted because of fever 
and an accompanying respiratory 
Ulness. Thirty patients were given sali¬ 
cylamide every 4 hours for 4 days. Pa¬ 
tients up to 5 years of age received 120 
mg dose and those over 5 years of age 
received 600 mg'dose. Since the ages 
of the patients are not specified, the 
Panel assumes that they are all below' 
12 years of age. They w’crc compared 
with 27 patients who received aspirin at 
half of the salicylamide dosage. Saticyl- 
amide had "practically" no antipyretic 
or analgesic action. Anderson noted a 
mild sedative reaction. In addition, how¬ 
ever. five patients with no evidence of 
renal disease had a significant blood 
urea nitrogen rise after 4 days. Another 
five patients with no demonstrable liver 
disease had a cephalin flocculation that 
increased from 0 to 3+ In two patients 
and from 0 to 44- in three patients after 
4 days Indicating an adverse effect on 
liver function. Anderson found these ef¬ 
fects only In the salicylamide treated 
groups. He concluded that there was no 
correlation between the rise In the blood 
urea nitrogen and the change in the 
cephalin flocculation. 

It w'ould seem from this study that the 
toxic manifestations occurred in a sig¬ 
nificant number of children and war¬ 
rants further studies of this drug in chil¬ 
dren. At this time onlv this unpublished 
report of hepatic toxicity has been re¬ 
ported and in this case a causal relation¬ 
ship was not established. There is no rea¬ 
son to believe that 12-year-olds would 
react to the drug differently than an 
adult. Similar doses to infants and adults 
by the same investigators did not pro¬ 
duce toxicity. 

Signs of hepatic dysfunction have not 
been reported in other studies reviewed 
by the Panel However, there is no indi¬ 
cation that liver function tests were 
actually done in these studies. Because 
of the lack of current information on 
possible hepatic effects, the Panel recom¬ 
mends that suitable hepatic function 
tests be required in the Category HI test¬ 
ing protocols for salicylamide. 

On the basis of available reports, the 
Panel recommends further studies as to 
the toxic effect of therapeutic doses on 
liver and kidney function. It would also 
be advisable to clarify what. If anv, ef¬ 
fect formulation has on toxic manifesta¬ 
tions. 
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Although salicylamlde In largo doses 
can produce gastric distress, it has no 
direct irritant effect on gastrointestinal 
mucosa. Studies on direct mucosal irri¬ 
tation involving a variety of analgesic 
agents have shown that salicvl&mide. un¬ 
like the salicylates, has no erosive effect 
on the gastric mucosa <Ref. 7i. Salicyla¬ 
mlde does not cause occult bleeding < Ref. 
12 >. Saiic> lamide has not bc:n associated 
with clinically significant massive gas¬ 
trointestinal bleeding or pentic ulcer 
<Ref. 12). The Panel concludes that in 
contrast to salicylates, the gastric dis¬ 
tress observed following large oral doses 
of salicylamlde is net symptomatic of 
serious gastrointestinal dysfunction and 
represents no serious risk. 

Allergic reactions to salicvlamlde are 
not common. It has bren claimed that 
salicylamlde does not show cross-sensi¬ 
tivity with aspirin although the definitive 
studies establishing this claim arc said 
to be lacking <Ref. 12). Salicylamlde has 
no effect on bleeding time <Rer. 29). pro¬ 
thrombin time and is not highly protein 
bound. 

Conclusions and Recommendations 

The Panel concludes that most earlier 
published clinical studies, relating to 
dosage, dosage form and effectiveness are 
inconclusive. Deficiencies of some earlier 
studies were largely due to the fact that 
it has been only recently recognized that 
salicy lamlde undergoes extensive metab¬ 
olism during the absolution process. 
The extent of metabolism and thus the 
systemic availability of the pharma¬ 
cologically active < unmctaboiized > par¬ 
ent drug is greatly dependent on both the 
dose and the release characteristics of 
the dosage form used. 

The Panel notes that the lack of 
therapeutic effects or toxicities observed 
in some earlier studies were likely a 
consequence of the properties of the 
dosage form used rather than the in¬ 
trinsic pharmacologic effects of the drug 
itself. 

The Panel concludes that currently 
recommended doses of 300 to 600 mg 
are probably ineffective when sal icy lam¬ 
ide is used as a single analgesic (or 
antipyretic) agent. 

Doses of 600 to 1.000 mg may be effec¬ 
tive depending on the characteristics of 
the dosage form which should be in¬ 
dividually evaluated for each product. 
The true incidence and nature of ad¬ 
verse effects at this dosage level is not 
well established and must also be char¬ 
acterized by a well-designed study. 

Studies to establish safety and/or 
effectiveness must include an assess¬ 
ment of the systemic availability of the 
unmetabolized parent drug. Pre and 
postdrug assessments of organ functions, 
which have been identified in the litera¬ 
ture. are needed including those for CNS. 
gastrointestinal, hematopoietic and he¬ 
ps tic functions. 

<3> Proposed dosage. No marketed 
product containing salicylamide alone 
was submitted to the Panel. Currently 
marketed products submitted contain 
97.2 to 250 mg salicylamlde per dosage 


unit in combination with other active 
ingredients. 

The Panel finds that salicylamlde at 
a higher dosage <1.000 mg every 4 hours 
while symptoms persist not to exceed 
6.000 mg in 24 hours for not more than 
10 days) may be effective but has not 
been demonstrated to be safe for OTC 
use. How ever, the Panel recommends that 
salicylamlde not be made available for 
OTC use at the higher dosage range un¬ 
til suitable studies have been completed 
to show both safety and effectiveness. 

For children under 12 years, there is 
no recommended dosage except under the 
advice and supervision of a physician. 

In addition, the Panel has also con¬ 
sidered the use of salicylamlde as an 
OTC analgesic adjuvant elsewhere in this 
document. ‘See part VI. paragraph B.5. 
below—Salicylamlde. > 

<4> Labeling. The Panel recommends 
the Category’ I labeling for analgesic 
active ingredients. (See part in. para¬ 
graph B.l. above—Category I Labeling.) 

(5) Evaluation . Data to demonstrate 
effectiveness and safety will be required 
in accordance with the guidelines set 
forth below for analgesic drugs »See part 
in. paragraph C. below—Data Required 
for Evaluation.) 

Additional information from carefully 
planned clinical studies is required in 
order to establish effective dosage, select 
formulations that provide suitable bio- 
availablllty of active drug, and determine 
the nature and true incidence of adverse 
effects when effective doses and dosage 
forms are used The Panel concludes that 
the pharmaceutical industry should con¬ 
sult with the Food and Drug Administra¬ 
tion as to a suitable proposed dosage and 
dosage formulation prior to testing. 

(6) Combination products containing 
salicylamide combined with acetamino¬ 
phen or salicylamide combined with aspi¬ 
rin The Panel concludes that there is in¬ 
sufficient information to determine the 
safety and effectiveness of salicylamide 
as an adjuvant in combination with acet¬ 
aminophen or aspirin, and therefore 
classifies such combinations as Category 
HI. The Panel has discussed the role of 
salicylamide as an adjuvant elsewhere in 
this document. <8ee part VI. paragraph 
B5 below—Salicylamide.) 

Salicylamlde Is a frequent component 
of analgesic mixtures The average 
amount in these combinations is only 
about 200 mg which on the basis of previ¬ 
ous discussion would appear to be ineffec¬ 
tive. 
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ci Salsaiate (salicylsaUcvlic acid) .The 
Pars el concludes that there are insuffi¬ 
cient d°ta to determine that salsaiate is 
either safe or effective as an OTC anal¬ 
gesia In the recommended dosage of 500 
to 1 000 mg every 4 hours while symp¬ 
tom persist not to exceed 6.000 mg in 24 
ho rs for not more than 10 days. 

(1 > Effectiveness. Salsaiate. also known 
as ‘ alicyls^licylic acid, is more closely re¬ 
lated to the nonocetylated salicylates 
than it is to aspirin can acetylated salic¬ 
ylate). However, unlike most of the 
other sallcvlates reviewed by the Panel, 
this ngredient is highly insoluble (Refs. 
1 and 2). In fact, Beaver notes that sal- 
sshte seems to hvdrolyze slowly in the 
stomach, which may result in slow or in¬ 
complete absorption (Ref. 3). 

Although salsaiate is discussed in 
several standard medical texts, little work 
hits been done on this ingredient (Refs. 2 
and 4). 

In one uncontrolled, unpublished 
study, salsaiate was compared to aspirin 
on the basis of analgesic effect on “nerv¬ 
ous headaches 0 in 30 subjects (Ref. 5). 
Aspirin was given at a dose of 600 mg and 
ttisalate at a dose of 1,000 mg. Aspirin 
not only had a faster onset of analgesia, 
but the authors also concluded that it 
showed a slight superiority in degree of 
pain relief. However, they felt this dif¬ 
ference in degree of pain relief was not 
siKuiflcmt. While it is likely that sal- 
wlate might be an effective analgesic, 
the Panel concludes that, because of its 
insolubility and slow absorption, at best 
it is only as potent as aspirin. 

• 2» Safety. Salsaiate (sallcylsallcylic 
*eid> is an ester of two salicylic acid 
molecules that hydrolyzes to yield the 
parent compound and thus it is con¬ 
sidered by some to be pharmacologically 
indistinct from salicylic acid. However, 
there appears to be no justification in 
the literature for such a simplistic view 
of the pharmacokinetic and pharmaco- 
Okhc properties of this compound. Pol- 
Jwng the early work of Honzlik and 
Prrsho in 1925 <Ref. 6), there were ap¬ 
parently no additional published studies 
on Plasma levels until the study of 
Rubin in 1965 (Ref. 7). The study of 
Htmzlik and Presho (Ref. 6> indicates 
ii significant amount of unhydro- 
lyzed drug reaches the systemic circula¬ 


tion since 10 to 20 percent is excreted 
in the urine unchanged. 

The study of Rubin (Ref. 7) indicates 
that salsaiate. when absorbed intact, will 
be measured as one salsaiate molecule 
by the ferric chloride assay that Is usual¬ 
ly used to assay serum salicylates, and 
therefore, would not usually be detected 
by usual blood level studies. The study of 
Rubin (Ref. 7) suggests that a significant 
amount of salsaiate is absorbed intact 
and hydrolyzes slowly to salicylic acid. 
Of concern to the Panel are the great 
variations in resulting plasma levels of 
salicylic acid following multiple doses 
given 4 times daily. After 2 days of dos¬ 
ing. serum salicylate levels ranged from 
4 mg/100 ml to 24 mg/100 ml, and from 
2 mg/100 ml to 42 mg 100 ml after 8 
days of dosing. The prolonged time to 
reach plateau levels after multiple dos¬ 
ing Indicates that salsaiate has a greater 
half-life of elimination than salicylic 
acid. 

Furthermore, the half-life appeared to 
be quite variable among the subjects in 
this study. Additional data are needed 
to better characterize the pharmaco¬ 
kinetics of salsaiate. There are no data 
on the pharmacologic properties of the 
salsaiate ester. Based upon the signifi¬ 
cant differences in pharmacologic effects 
produced by salicylic acid and its acetyl 
ester, aspirin, one can make no assump¬ 
tion that salsaiate and salicylic acid 
have equal effects. Nordqvlst ct al. (Ref. 

8) compared the kinetics of salsaiate. 
aspirin and sodium salicylate following 
single doses. Significant differences were 
observed in the elimination rate con¬ 
stant and volume of distribution of sal¬ 
saiate which were both larger than that 
of aspirin or sodium salicylate. 

Additional blood level data was sub¬ 
mitted to the Panel in a submission (Ref. 

9) to provide evidence of comparable 
bioavailability. A crossover study com¬ 
paring 650 mg aspirin, salsaiate and 650 
mg calcium carbaspirin was described. 
Sufficient information was not given on 
the specifics of the analytical procedure 
used. However, the Panel could not de¬ 
termine if the serum levels following sal¬ 
saiate administration represented the 
parent compound or the hydrolysis prod¬ 
uct. salicylic acid. Therefore, additional 
information is needed on its bloav&il- 
abUitv. 

The Panel has outlined procedures to 
use salicylate blood level data only when 
salicylic acid and aspirin are the com¬ 
pounds which are absorbed from various 
salts or other dosage forms which hydro¬ 
lyze in the gastrointestinal tract to the 
parent drug. When other potentially 
toxic or inactive substances are also ab¬ 
sorbed. bioavailability studies alone are 
not sufficient to establish safety and ef¬ 
fectiveness in lieu of adequate toxicology 
studies. The Panel concludes that there 
is insufficient information on this prod¬ 
uct to allow evaluation at this time. 
Additional pharmacokinetic studies per¬ 
mit analysis of both parent (unhydro¬ 
lyzed > drug and salicylic acid in plasma. 
The elimination rate constants for both 
parent drug and metabolite should be 
determined over the full dosage range. If 


a significant amount of the ester is ab¬ 
sorbed. toxicology data may be needed. 

Unlike aspirin and the other acet¬ 
ylated salicylates, salsaiate has not been 
associated with reactions causing asth¬ 
matic. attacks in susceptible people. In 
addition, salsaiate. as well as the other 
nonacetylated salicylates, are not knoum 
to affect the platelet adhesiveness in¬ 
volved in the clotting mechanism. How¬ 
ever. this ingredient in large doses may 
have an effect on another aspect of the 
clotting mechanism (hypopro thrombi- 
nemic effect). The caution concerning 
bleeding should be addressed to that 
population which is exposed to large 
doses of this salicylate. The one study 
available at this time is that of Leonards 
consisting of a double-blind Investiga¬ 
tion involving twelve subjects «Ref. 10). 
In this particular investigation, com¬ 
parisons were made of gastrointestinal 
blood loss associated with the ingestion 
of placebo, salsaiate. aspirin and a com¬ 
bination of the latter two. Blood loss was 
measured by a method employing the 
measurement of radloactlvely-labeled 
red blood cells of normal subjects. Sal¬ 
saiate did not produce any bleeding above 
the normal control values. Aspirin pro- 
duced a blood lass of 4.8 ml on the aver¬ 
age per day. The combination tablet 
resulted in a 1.2 ml average dally blood 
loss, and the lactose placebo tablet a 
0 6 ml daily blood loss. 

(3) Proposed dosage. Adult oral dasage 
Is 500 to 1,000 mg every 4 hours while 
symptoms persist not to exceed 6.000 mg 
in 24 hours for not more than 10 days. 
For children under 12 years, there is no 
recommended dosage except under the 
advice and supervision of a physician. 

<4» Labeling. The Panel recommends 
the Category I labeling for analgesic 
active ingredients. (See part in. para¬ 
graph B.l above—Category I Labeling.) 
In addition, the Panel recommends the 
following specific labeling: Analgesic 
equivalence value. In the previous dis¬ 
cussion on “standard strength'* dosage 
forms the Panel made clear the need to 
indicate the quantity of salsaiate per 
tablet, teaspoon or other dosage unit as 
well as the quantity by which a particu¬ 
lar product containing salsaiate differs 
per dosage unit from the established 
standard of 325 mg sodium salicylate per 
dosage unit. (See part U paragraph E. 
above—Standard Dosage Unit and Anal¬ 
gesic Equivalence Value.) 

The Panel recommends that products 
containing salsaiate be clearly labeled on 
the principal display panel: "Equivalent 
to X mg per dosage unit of the estab¬ 
lished standard of 325 mg sodium salicy¬ 
late per dosage unit*’. The actual amount 
of "X" of equivalent analgesic effective¬ 
ness for the specific product shall be 
used. The term °dosagc unit” may be 
replaced by the applicable dosage form 
such as tablet or capsule. For example, 
a product containing 500 mg salsaiate 
per tablet (dosage unit) shall be labeled. 
"Equivalent to 325 mg per tablet of the 
established standard of 325 mg sodium 
salicylate per tablet”. 

As noted previously a decrease In oc¬ 
cult bleeding does not mean that salsa¬ 
iate does not have the other gastroin- 
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testinal and blood clotting side effects of 
aspirin or the other salicylates. 

While the evidence is not complete, it 
seems to indicate that the severity and 
incidence of adverse reactions, either 
prior to or after absorption, would be 
comparable to that of aspirin and the 
other salicylates discussed previously in 
this document. Until studies show that 
salsaiate has different absorption char¬ 
acteristics and these characteristics arc 
correlated with greater safety, all indica¬ 
tions, limitations and warnings for the 
nonacetyiated salicylates would be 
equally applicable here. 

(5) Evaluation . Data to demonstrate 
effectiveness will be required in accord¬ 
ance with the guidelines set forth below 
for analgesic drugs. (See part in. para¬ 
graph C. below—Data Required for 
Evaluation.) 
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CATEGORY III LABELING 

The Panel concludes that the Category 
I labeling claims are sufficiently broad to 
encompass the various specific types of 
pain. e.g.. "bodv aches”, "muscle aches", 
etc. All other labeling claims relating to 
pain are unsupported by scientific data 
or sound theoretical reasoning and are 
classified Category n. (See part III. par¬ 
agraph B.l. above—Category I Labeling 
and part Ill. paragraph B.2. above— 
Category' n Labeling.) 

In addition, the Panel has examined 
the submitted labeling claims for buf¬ 
fered and highly buffered aspirin prod¬ 
ucts and has classified the following as 
Category III labeling which may be in¬ 
cluded on the principal display panel: a. 
"Provides Ingredients that may prevent 
the stomach distress that plain aspirin 
occasionally causes but should not be 
taken by certain individuals with stom¬ 
ach disorders as cautioned elsewhere on 
the label", and b. "Paster to the blood¬ 


stream than plain aspirin". The Panel 
has discussed the above Category III la¬ 
beling elsewhere in this document (See 
part VI. paragraph B.l.d. below'—Label¬ 
ing claims for marketed products con¬ 
taining analgesics combined with antacid 
or buffering ingredients.) 

Although buffering agents arc not in¬ 
cluded In the formulation of choline 
salicylate, some of its currently marketed 
labeling claims are similar to the claims 
submitted for highly buffered aspirin. 
The similarity in labeling ciaiim is un¬ 
doubtedly due to the fact that choline 
salicylate, like highly buffered aspirin, is 
marketed in a liquid d 06 age form. The 
Panel has reviewed these claims for 
choline salicylate and has classified the 
following as Category m labeling: "May¬ 
be taken on an empty stomach and may 
prevent the stomach distress that aspirin 
occasionally causes but should not be 
taken by certain Individuals with stom¬ 
ach disorders as cautioned elsewhere on 
the label". The basis, for this classifica¬ 
tion is discussed elsewhere in this docu¬ 
ment. (See part in. paragraph l.d.<2> 
above—Safety.) 

C. Data Required for Evaluation 

The Panel finds the protocols recom¬ 
mended in this document for the studies 
required to bring a Category in drug 
Into Category' I are in accord with the 
present state of the art and do not pre¬ 
clude the use of any advances of im¬ 
proved methodology in the future. 

1. Considerations in designing an ex- 
perimental protocol for testing analgesic 
drugs. General Principles . The Important 
considerations concerning the design and 
interpretation of analgesic assays are os 
follows (Refs. 1 and 2) : a. The appraisal 
of real analgesic power must be based on 
the capacity of the agent to relieve pain 
present as a consequence of disease or 
trauma in os much as the pain experi¬ 
ence of man consists of perception of the 
natural painful stimuli together with the 
psychic modification of these stimuli 
(Ref. 3). 

b. Animal screening tests and most 
methods employing experimental pain in 
normal human volunteers have failed to 
predict with any consistency the clinical 
performance of analgesic drugs, particu¬ 
larly those used for OTC medication. 

c. The most successful efforts to quan¬ 
titate pain in the clinical situation have 
been those that have accepted the pa¬ 
tient’s own reports as appropriate indices 
of the pain experience and of the relief 
resulting from analgesic administration. 
Various criteria for analgesia may be 
used successfully, but whichever is used 
should be well defined, and sleep should 
not be confused with analgesia. 

2. Determination of the patient popu¬ 
lation . A large number of appropriate 
subjects with different types of pain 
should be studied for the analgesic effect 
of mild analgesics. The subjective re¬ 
sponse variable change in pain intensity' 
or pain relief are the usual effects 
studied. The majority of subjects should 
be those who have at least moderate pain. 
Subjects who have pain due to inflam¬ 
matory conditions should be differenti¬ 
ated from those who have pain from 


other conditions. When several doses of 
drug are studied or if a combination of 
several ingredients is being studied, a 
number of groups Is required, that is, at 
least four groups. Such a study should 
preferably use separate large groups of 
perhaps at least 30 subjects per group 
since lntergroup comparisons have sta¬ 
tistical advantages. A well-planned 
crossover study, however, would also be 
acceptable. 

Determination should be made th&t 
the randomization procedure balances * 
out the variables not otherw ise controlled 
in the patient selection. This can be de¬ 
termined by analyzing the distribution 
of age, sex. type of pain, weight, height, 
etc. within each of the treatment groups. 
In any case, full reporting of the sub¬ 
ject’s characteristics Is necessary to allow 
for the adequate interpretation of re¬ 
sults. Furthermore, all exclusions from 
the experimental protocol should be 
stated. 

Allowance must be made for the pla¬ 
cebo response In a w ell-designed clinical 
study. In a population of patients, ad¬ 
ministration of a placebo will give a de¬ 
gree of pain relief and generate a tixne- 
effect curve that looks very similar to 
many of the curves generated by the 
mild analgesics. However, the active 
compound will yield significantly more 
relief. 

Much has been written about the pla¬ 
cebo responder. The response of patients 
to an inert compound or a placebo com¬ 
plicates the evaluation of analgesics It 
is known that response to placebo ls not 
an abnormal response but a respond* to 
be expected. Some believe that the de¬ 
gree of placebo response among the pop¬ 
ulation Is in some respects a measure of 
the rapport that the investigator has 
with the patients in the population. 
There is nothing gained from determin¬ 
ing who responds to a placebo and from 
eliminating them from the analyst of 
the data of the analgesic study. Further¬ 
more, it has been shown that the pa¬ 
tients responding to placebo are not nec¬ 
essarily consistent within themselves. 
That is, if they respond positively to pla¬ 
cebo in one trial, in the next trial the)' 
may or may not respond positively to a 
placebo, and therefore it is Impossible in 
the clinical setting to define the placebo 
responders. 

3. Test parameters for study, a. Gen¬ 
eral considerations. —Regardless of the 
parameters studied to evaluate the effec¬ 
tiveness of an analgesic ingredient, the 
following considerations should be in¬ 
corporated into the design of the study: 

(l > Patients should be allocated to treat¬ 
ment groups in such a way' as to avoid 
bias. 

(2) A double-blind technique should 

be used. ^ 

(3) Consideration should be given to 
the type of pain present in the patient 
populations used in the various studies, 
since conflicting reports could arise from 
the fact that certain of the mild analge¬ 
sics owe some, or most of their effects to 
actions directed at relieving the cause oi 
the pain. e.g.. anti-inflammatory 

<4 > Suitable controls should be to*™’ 
duced; graded doses of an anolgt^K 
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ruuidard and possibly a placebo as well. 

< 5) Studies employing graded doses of 
Ui? test drug arc more meaningful. If 
with increasing dose an increased effect 
is iemonsirated. this verifies the sensi¬ 
tivity of the method. The studies with 

ided doses of the test drug compared 
to the standard drug permit determlna- 
t'oTi of relative potency and 95 percent 
c. ifldence limits which otherwise are 
difficult to assess (Ref. 4). 

<6> The scoring of pain and/or relief 
should be done frequently during the ex¬ 
pected duration of action of the test 
drug. Retrospective evaluation of drug 
effect has often proved to be virtually 
n mnglcss. 

i 7) Results of single dose studies 
should not be extrapolated to predict 
Uit effect of the chronic use of a drug. 

<8> Prior to carrying out an analgesic 
a»ay, the appropriate statistical analy¬ 
sis should be defined. 

Unless the foregoing points have been 
observed* any statistical analysis would 
only impart a false sense of confidence 
in the results. 

b, Use of blood levels in evaluation of 
analQestc effectiveness.—In the case of 
salu or similar variants of an analgesic. 

-spirin. for which effectiveness has 
been established* crossover bloavailabil- 
U; studies may be used to establish effec¬ 
tiveness. In these studies blood levels 
produced by <he salt or other variant 
are ampored with those of the estab¬ 
lished analgesic, after administration of 
similar dosage forms. Comparable blood 
levels of the parent compound and ma¬ 
jor active metabolites may be equated 
with effectiveness. 

4 Data interpretation. To establish 
Category I status for a Category in 
compound requires at least two studies 
by '.ndependent investigators which con¬ 
form to the guidelines included above 
for compounds for which safety is un¬ 
questioned. if the compound Is placed 
in Category in for reasons of safety 
at least taro 3-month safety studies by 
ir.dppendent investigators should be re¬ 
quired These studies should include at 
lean 90 subjects, placebo and known 
dniK controls, and Involve 4 times dally 
or other recommended Intervals of ad¬ 
ministration of the test drug in ques¬ 
tion to controlled subject populations 
in whom side effects can be checked 
daily and complete blood counts, uri¬ 
nalysis, 5tool, blood and organ function 
test> can be checked weekly or more often 
f necessary. If a pharmacogenetic link 
» fiispected a target population should 
be 'elected. 

All data submitted to the Pood and 
uruK* Administration must present both 
ftvomble and any unfavorable results. 

5. Safety evaluation . An evaluation of 
the .safety of on analgesic ingredient 
would be based on the usual animal 
studies and observations In man relevant 
to the various organs and systems, such 
43 tiw * «astro intestinal system, the kld- 
the effect on the cardiovascular 
*>*tcm. particularly the effect on the 
dotting mechanism, etc. In addition, the 
htpatic system and the potential for 
teratogenicity should be considered. 


6. General guidelines for reclassifica¬ 
tion of Category Jlf combinations to 
Category /. a. Combinations must dem¬ 
onstrate at least as much analgesic ef¬ 
fectiveness as a 650 mg (10 gr» dose of 
aspirin. 

b. Combinations must be at least as 
safe as the recommended 650 mg (10 gr> 
single dose of aspirin or the recom¬ 
mended maximum 24-hour dose of 4.000 
mg of aspirin. 

c. Each component must make a statis¬ 
tically significant contribution to the 
total effect. For Instance, this could be 
determined by factorially designed 
studies. They might be of the form: 650 
mg aspirin. 650 mg aspirin plus 60 mg 
caffeine. 60 mg caffeine, and placebo. 
The analysis must show caffeine in com¬ 
bination to have a significant effect to 
justify its continued inclusion in com¬ 
binations. 
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IV. Antipyretic Agents 

A. GENERAL DISCUSSION. 

Antipyretics arc used to reduce the 
body temperature when It Is above the 
normal value of 96.6 P (37" C>. The 
OTC antipyretics arc intended primarily 
for the symptomatic reduction of fever. 
If the fever is over 103 F <39.5* C>. 
persists for more than 72 hours, or re¬ 
curs. measures in addition to antipyresls 
should be considered. The Panel con¬ 
cludes that to specify a specific tempera¬ 
ture in the label warning would not be 
meaningful. A specific temperature above 
the normal value of 98.6* P (37* Cl that 
would be symptomatic of a disease state 
requiring the diagnosis and treatment of 
a physician cannot be established by 
the Panel. 

The Panel does not believe that a fever 
secondary to an undiagnosed condition 
should be allowed to persist for more 
than 3 days. The Panel recognizes the 
long standing use of OTC analgesic- 
antipyretic products without any spe¬ 
cific limitation on the use of them os 
antipyretics. In most instances, the la¬ 
beling contains a general warning state¬ 
ment, not specific to fever, for use up 
to 10 days. In view of the marketing 
experience with the 10 day warning, the 
Panel recommends that all future label¬ 
ing be readily distinguishable and clearly 
limit use of antipyretic products to 3 
days (72 hours) in the presence of fever. 
The Panel recommends that labeling of 
antipyretic products include the warn¬ 
ing : “If fever persists for more than 3 
days (72 hours), or recurs, consult your 
physician”. 

The Panel believes that it is Important 
to differentiate in the labeling between 


the use of the product as an antipyretic 
and its use as an analgesic. It may be 
that some antipyretics have a relative 
potency which is less than one would 
predict from their analgesic relative po¬ 
tency. So far the Panel has found only 
one antipyretic Ingredient for which rel¬ 
ative potency has been computed In man. 
For this reason, the Panel recommends 
that the labeling on all preparations con¬ 
taining analgesic-antipyretic ingredients 
list the same dose for antipyretic use as 
that required for the analgesic effect 
since our present state of knowledge Is 
uncertain as to the optimal dose for anti¬ 
pyretic effect. 

The question has properly been raised 
whether a fever should be treated at all. 
This subject has been argued at length 
and the Panel recognizes that not every 
fever requires Immediate treatment. In 
children especially, febrile convulsions 
are a concern to the pediatrician and to 
the parent. 

There are some disadvantages to anti¬ 
pyretic therapy, for instance, in the pa¬ 
tient who has just been started on an 
antibiotic for the treatment of an in¬ 
fection. the response to the antibiotic 
can be Judged by the reduction in fever 
as the infection is brought under control. 
Some physicians argue that by giving an 
antipyretic, the one sign, reduction in 
body temperature, which can be fol¬ 
lowed easily to determine the effective¬ 
ness of the antibiotic therapy has been 
obscured. It is also possible that in pa¬ 
tients with undiagnosed disease, the 
febrile course may be of diagnostic im¬ 
portance because of Us particular char¬ 
acteristics. In a febrile child, a progres¬ 
sively rising temperature Indicates to the 
physician that things are not going well 
and additional examination, diagnostic 
procedures, treatment or perhaps hos¬ 
pitalization may be necessary. These 
arguments for and against anUpyrettc 
treatment have been discussed by Done 
(Ref. D. 

The Panel finds that antipyretics fill 
a real need In the OTC management of 
symptomatic relief of fever. The Panel 
believes that there is a suitable target 
population that can benefit from the 
use of such OTC products. However, 
since fever may indicate a serious ill¬ 
ness. a physician should be consulted 
If fever persists for more than 3 days 
(72 hours). 

Ruraucxcc 
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B. CATEGORIZATION OF DATA. 

1. Category l conditfons under which 
antipyretic agents are generally recog¬ 
nized as safe and effective and are not 
misbranded. 

CATEGORY I ACTIVE INGREDIENTS 

The Panel has classified the following 
antipyretic active ingredients as gener¬ 
ally recognized as safe and effective and 
not misbranded: 

Aspirin Choline salicylate 

Acetaminophen Magnesium salicylate 

Calcium carbaspirin Sodium salicylate 

a. Aspirin. The Panel concludes that 
aspirin is a safe and effective OTC anti- 
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pyretic when taken In the recommended 
dosage of 325 mg to 650 mg every 4 hours 
while fever persists not to exceed 4.000 
mg In 24 hours for not more than 3 days. 

(1) Effectiveness. In animals, as well 
as in man, aspirin has proven to be an 
effective antipyretic. Although many 
clinical studies are poorly designed and 
the evidence is often anecdotal, there are 
well-documented and carefully analyzed 
studies showing that aspirin is a potent 
antipyretic agent (Refs. 1 through 10>. 
The most carefully conducted study is 
that of Seed (Ref. 6) who demonstrated 
significant dose-effect curves. 

Although it has been suggested by 
Steele et al (Ref. 5) that there is a 
therapeutic advantage to giving aspirin 
in combination with acetaminophen for 
antipyresis (Ref. 5). the study has been 
criticized by Harden (Ref. 11) as well as 
by Wolman (Ref. 12). The Panel agrees 
with the criticism of Harden and Wol¬ 
man and finds that the study of Steele et 
al. (Ref. 5) Is not designed to study this 
interaction. Furthermore, there is no ad¬ 
vantage to giving these drugs in combi¬ 
nation for their antipyretic effect. The 
drugs In this study were used alone and 
at the same dosage in the combination. 
The increased effect observed with the 
combination may be due to merely the 
increase in dosage because of the pres¬ 
ence of both drugs. Statistically, there is 
no way of calculating the interaction in 
this study in order to determine if the 
combined effect represents simple addi¬ 
tion. potentiation or indeed even antag¬ 
onism. 

(2) Safety. The safety of aspirin has 
been discussed earlier in this document. 
(See part m. paragraph B.l.a.(2> 
above—Safety.) 

(3) Dosage, (i) For products contain¬ 
ing 325 mg (5 gr) per dosage unit, (a) 
Standard schedule .—Adult oral dosage 
is 325 mg (5 gr) to 650 mg (10 gr> every 
4 hours while fever persists not to exceed 
3,900 mg (60 gr) in 24 hours for not 
more than 3 days. Children 11 to under 
12 years oral dosage Is 487.5 mg (7.5 gr) 
every 4 hours while fever persists not to 
exceed 2,437.5 mg (37.5 gr) in 24 hours 
for not more than 3 days. Children 9 to 
under 11 years oral dosage is 406.3 mg 
<6.25 gr) every 4 hours while fever per¬ 
sists not to exceed 2.031.5 mg (31.25 gr) 
in 24 hours for not more than 3 days. 
Children 6 to under 9 years oral dosage 
is 325 mg (5 gr) every 4 hours while fever 
persists not to exceed 1,625 mg (25 gr) 
in 24 hours for not more than 3 days. 
Children 4 to under 6 years oral dosage 
is 243.8 mg (3.75 gr) every 4 hours while 
fever persists not to exceed 1.219 mg 
(18.75 gr) in 24 hours for not more than 
3 days. Children 2 to under 4 years oral 
dosage is 162.5 mg (2.5 gr) every 4 hours 
while fever persists not to exceed 812.5 
mg (12.5 gr) in 24 hours for not more 
than 3 days. For children under 2 years, 
there is no recommended dosage except 
under the advice and supervision of a 
physician. 

(b) Nonstandard schedule .—Adult oral 
dosage is 325 mg (5 gr) to 975 mg (15 
gr) initially, followed by 650 mg (10 gr) 
every 4 hours while symptoms persist not 


to exceed 3.900 mg (60 gr) in 24 hours for 
not more than 3 days. For children under 
12 years, there is no recommended dosage 
except under the advice and supervision 
of a physician. 

(II) For products containing SO mg 
(1.23 gr) per dosage unit. Children 11 
to under 12 years oral dosage is 480 mg 
(7.38 gr) every 4 hours while fever per¬ 
sists not to exceed 2.400 mg (36.9 gr) in 
24 hours for not more than 3 days. Chil¬ 
dren 9 to under 11 years oral dosage is 
400 mg (6.15 gr) every 4 hours while 
fever persists not to exceed 2,000 mg 
< 30.75 gr) in 24 hours for not more than 
3 days. Children 6 to under 9 years oral 
dosage is 320 mg (4.92 gr> every 4 hours 
while fever persists not to exceed 1.600 
mg (24.6 gr) in 24 hours for not more 
than 3 days. Children 4 to under 6 years 
oral dosage is 240 mg (3.69 gr) every 4 
hours while fever persists not to exceed 
1,200 mg (18.45 gr) in 24 hours for not 
more than 3 days. Children 2 to 4 years 
oral dosage is 160 mg (2.46 gr) every 4 
hours while fever persists not to exceed 
800 mg (12.3 gr > m 24 hours for not more 
than 3 days. For children under 2 years, 
there is no recommended dosage except 
under the advice and supervision of a 
physician. 

(Ui) For products containing more 
than 325 mg (5 gr) but not more than 
421 mg ($.48 gr) per dosage unit. Adult 
oral dosage is more than 325 mg <5 gr) 
but not more than 842 mg (12.96 gr) in¬ 
itially, followed by more than 325 mg 
(5 gr) but not more than 421 mg (6.48 
gr) every 3 hours while symptoms per¬ 
sist not to exceed 3,789 mg (58.32 gr) in 
24 hours for not more than 3 days. For 
children under 12 years, there is no rec¬ 
ommended dosage except under the ad¬ 
vice and supervision of a physician. 

(iv) For products containing more 
than 421 mg ($.48 gr) but not more than 
48 5 mg (7.4$ gr) per dosage unit. Adult 
oral dosage is more than 421 mg (6.48 
gr) but not more than 970 mg (14.92 gr) 
initially, followed by more than 421 mg 
(6.48 gr) but not more than 485 mg 
(7.46 gr) every 4 hours or 842 mg (12.96 
gr) but not more than 970 mg (14.92 gr) 
every 6 hours while symptoms persist not 
to exceeed 3,880 mg <59.68 gr> in 24 
hours for not more than 3 days. For chil¬ 
dren under 12 years, there is no recom¬ 
mended dosage except under the advice 
and supervision of a physician. 

(v) For products containing more 
than 485 mg i7.46 gr) but not more than 
500 mg (7.$9 gr) per dosage unit. Adult 
oral dosage is more than 485 mg \7.46 
gr) but not more than 1,000 mg <15.38 
gr) initially, followed by more than 485 
mg <7.46 gr) but not more than 500 mg 
<7.69 gr) every 3 hours or 970 me (14.92 
gr) but not more than 1.000 mg <15.38 
gr) every 6 hours while symptoms persist 
not to exceed 4,000 mg (61.52 gr) in 24 
hours for not more than 3 days. For chil¬ 
dren under 12 years, there is no recom¬ 
mended dosage except under the advice 
and supervision of a physician 

(vi) For products containing more 
than 500 mg (7.69 or) but not more than 
6SO mg ilO gr) per dosage unit. Adult 
oral dosage is more than 500 mg <7.69 


gr) but not more than 650 mg (10 gn 
every 4 hours while symptoms persist not 
to exceed 3,900 mg (60 gr) in 24 hour* (or 
not more than 3 days. For children m- 
dcr 12 years, there is no recommended 
dosage except under the advice and *>u- 
pervision of a physician. 

(4> Labeling. The Panel recommend* 
the Category I labeling for antipyre 4 lc 
active ingredients. <See part IV. para¬ 
graph B.l. below—Category I Labeling.) 
In addition, the Panel recommen ; 
following specific labeling: (i> Warnings, 
(a) “This product contains aspirin Do 
not take this product if you are allergic 
to aspirin or if you have asthma cxc* A 
under the advJce and supervision of a 
physician". 

<b> "Do not take this product during 
the last 3 months of pregnancy except 
under the advice and supervision of a 
physician". 

(c) For oral product formulations to 
be chewed before swallowing: "Do not 
take this product for at least 7 days af¬ 
ter tonsillectomy or oral surgery* except 
under the advice and supervision of a 
physician". 

(li) Standard aspirin dosage unit In 
the previous discussion on "star.cUrd 
strength" dosage forms, the Panel made 
clear the need to indicate both the quan¬ 
tity of aspirin per tablet, teaspoon or 
other dosage unit as well as the quantity 
by which a particular product contain¬ 
ing aspirin differs per dosage unit from 
the established standard of 325 mg 5 
gr> aspirin per dosage unit. (See part 
n. paragraph E. above—Standard Dos¬ 
age Unit and Analgesic Equivalence 
Value.) 

The Panel recommends that all prod¬ 
ucts containing aspirin be dearly la¬ 
beled as containing aspirin on the prin¬ 
cipal display panel. In addition, labeling 
shall state In metric units and secondar¬ 
ily In apothecary units the quantity of 
aspirin per dosage unit. As previously 
stated, such labeling will not only benefit 
all consumers but will alert those Indi¬ 
viduals having sensitivity to aspirin 

<a) Products containing the standard 
aspirin dosage unit. The Panel recom¬ 
mends that products containing only 325 
mg (5 gr) aspirin per dosage unit be 
clearly labeled on the principal display 
panel: "Contains the standard strength 
of 325 mg (5 gr) aspirin per dosage unit 
The term "dosage unit" may be replaced 
by the applicable dosage form such as 
tablet or capsule. 

(b) Products containing aspirin m an 
amount different than the standard as¬ 
pirin dosage unit. While the Panel rec¬ 
ommends that products contain only 325 
mg (5 gr ) aspirin per dosage unit, if the 
Food and Drug Administration is unable 
to implement this recommendation, the 
Panel recommends that products con¬ 
taining an amount of aspirin other than 
325 mg <5 gr> aspirin per dosage unit 
be clearly labeled on the principal dis¬ 
play panel: "Contains nonstandaiu 
strength of X mg (X gr> aspirin per 
dexsage unit compared to the estabU>l^ 3 
standard of 325 mg <5 gr» aspirin j*r 
dosage unit". The actual amount "X of 
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aspirin for the specific product shall be 
u xi. The term "dosage unit" may be re¬ 
placed by the applicable dosage form 
such as tablet or capsule. 
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b. Acetaminophen, The Panel con¬ 
cludes that acetaminophen Is a safe and 
effective OTC antipyretic when taken in 
Uie recommended dosage of 325 to 650 
mg every 4 hours while fever persists not 
to exceed 4.000 mg In 24 hours for not 
more than 3 days. 

•I) Effectiveness. A number of studies 
‘hive been done on the antipyretic effects 
0( acetaminophen (Refs 1 through 6). 
Au tamlnophen has been shown to be 
elective. However, there has been no 
a*Miy in which the relative antipyretic 
potency of acetaminophen compared to 
f^pirin has been computed. An examina¬ 
tion of the data in the studies by Eden 
wwl Kaufman (Ref. 2). Cornely and Rit- 
~ r < « 3> » and Mints (Ref 4), 

arid Hunter (Ref. 5) seem to indicate 
that acetaminophen is a less potent an¬ 
tipyretic than aspirin. However, if one 
examines the recent study by Tarlln et 
}XL constructs mean temperature 
towering curves, the total effect of aceta- 
aspirin appear to be com¬ 
parable < Ref. 8). while the data of Steele 
8) Indicate a slight superi- 
onty for acetaminophen. However, since 
* one dose of acetaminophen and the 


same mg dose of aspirin wero compared 
In these later two studies, it is impossible 
to make a statement on relative potency 
since dose-effect curves were not defined. 

(2) Safety . The safety of acetamino¬ 
phen has been discussed earlier in this 
document. (See part m. paragraph 
B.l.b.(2) above—Safety.) 

(3) Dosage. (1) For products contain¬ 
ing 325 mg (5 gr) per dosage unit, (a) 
Standard schedule — Adult oral dosage is 
325 mg (5 gr) to 650 mg (10 gr) every 4 
hours while fever persists not to exceed 
3.900 mg (60 gr) in 24 hours for not more 
than 3 days. Children 11 to under 12 
years oral dosage is 487.5 mg (7.5 gr) 
every 4 hours while fever persists not to 
exceed 2.437.5 mg (37.5 gr) in 24 hours for 
not more than 3 days. Children 9 to 
under 11 years oral dosage is 406.3 mg 
(6.25 gr) every 4 hours while fever per¬ 
sists not to exceed 2,031.5 mg (31.25 gr) 
in 24 hours for not more than 3 days. 
Children 6 to under 9 years oral dosage is 
325 mg (5 gr) every 4 hours while fever 
persists not to exceed 1.625 mg (25 gr) in 
24 hours for not more than 3 days. Chil¬ 
dren 4 to under 6 years oral dosage is 
243.8 mg (3.75 gr) every 4 hours while 
fever persists not to exceed 1.219 mg 

< 18.75 gr) in 24 hours for not more than 
3 days. Children 2 to under 4 years oral 
dosage Is 162.5 mg (2.5 gT> every 4 hours 
while fever persists not to exceed 812.5 
mg (12.5 gr) in 24 hours for not more 
than 3 days. For children under 2 years, 
there is no recommended dosage except 
under the advice and supervision of a 
physician. 

<b> Nonstandard schedule .—Adult 
oral dosage is 325 mg (5 gr) to 975 mg 
(15 gr) Initially, followed by 650 mg (10 
gr) every 4 hours while symptoms per¬ 
sist not to exceed 3.900 mg (60 gr) In 24 
hours for not more than 3 days. For 
children under 12 years, there is no rec¬ 
ommended dosage except under the ad¬ 
vice and supervision of a physician. 

<U) For products containing 80 mg 
it23 gr) per dosage unif. Children 11 to 
under 12 years oral dosage is 480 mg < 7.38 
gr) every 4 hours while fever persists not 
to exceed 2.400 mg (36.9 gr> in 24 hours 
for not more than 3 days. Children 9 to 
under 11 years oral dosage is 400 mg (6.15 
gr) every 4 hours while fever persists not 
to exceed 2.000 mg (30.75 gr) In 24 
hours for not more than 3 days. Chil¬ 
dren 6 to under 9 years oral dosage is 320 
mg (4,92 gr) every 4 hours while fever 
persists not to exceed 1,600 mg (24.6 gr) 
in 24 hours for not more than 3 days. 
Children 4 to under 6 years oral dosage 
is 240 mg (3.69 gr) every 4 hours while 
fever persists not to exceed 1.200 mg 
(18.45 gr) in 24 hours for not more than 
3 days. Children 2 to under 4 years oral 
dosage is 160 mg (2.46 gr) every 4 hours 
while fever persists not to exceed 800 mg 

< 12.3 gr) in 24 hours for not more than 3 
days. For children under 2 years, there is 
no recommended dosage except under 
the advice and supervision of a physician. 

dll) For products containing 500 mg 
(7.69 gr) per dosage unit. Adult oral dos¬ 
age Is 500 mg (7.69 gr) to 1.000 mg (15.38 
gr) initially, followed by 500 mg (7.69 gr) 
every 3 hours or 1,000 mg (15.38 gr) every 


6 hours while symptoms persist not to 
exceed 4,000 mg (61.52 gr) in 24 hours for 
not more than 3 days. For children under 
12 years, there is no recommended dos¬ 
age except under the advice and super¬ 
vision of a physician. 

(4) Labeling . The Panel recommends 
the Category I labeling for antipyretic 
active ingredients. (See part IV. para¬ 
graph B.l. below—Category I Labeling.) 
In addition, the Panel recommends the 
following specific labeling: <1) Warn¬ 
ings. (a) “Do not exceed recommended 
dosage because severe liver damage may 
occur". 

<b) "Do not take this product for the 
treatment of arthritis except under the 
advice and supervision of a physician”. 

<U) Standard acetaminophen dosage 
unit. In the previous discussion on 
"standard strength" dosage forms, the 
Panel made clear the need to Indicate 
both the quantity of acetaminophen per 
tablet, teaspoon or other dotage unit as 
well as the quantity by which a particu¬ 
lar product containing acetaminophen 
differs per dosage unit from the estab¬ 
lished standard of 325 mg (5 gr) acet¬ 
aminophen per dosage unit, (See part 
II. paragraph E. above—Standard Dos¬ 
age Unit and Analgesic Equivalence 
Value.) 

The Panel recommends that all prod, 
ucts containing acetaminophen be clear¬ 
ly labeled as containing acetaminophen 
on the principal display panel. In addi¬ 
tion. labeling shall state in metric units 
and secondarily in apothecary units the 
quantity of acetaminophen per dosage 
unit. 

(a) Products containing the standard 
acetaminophen dosage unit . The Pane] 
recommends that products containing 
only 325 mg (5 gn acetaminophen per 
dosage unit be clearly labeled on the 
principal display panel: "Contains the 
standard strength of 325 mg (5 gr> ace¬ 
taminophen per dosage unit". The term 
"dosage unit" may be replaced by the 
applicable dosage form such as tablet 
or capsule. 

(b> Products containing acetamino¬ 
phen in an amount different than the 
standard acetaminophen dosage unit . 
While the Panel recommends that prod¬ 
ucts contain only 325 mg (5 gr) aceta¬ 
minophen per dosage unit, if tho Food 
and Drug Administration is unable to 
Implement this recommendation the 
Panel recommends that only nonstand¬ 
ard dosage units of 500 mg <7.69 gr) be 
recognized for acetaminophen In addi¬ 
tion to the standard dosage unit of 325 
mg <5 gr). The Panel recommends that 
products containing 500 mg <7.69 gr) of 
acetaminophen per dosage unit be clear¬ 
ly labeled on the principal display 
panel: "Contains nonstandard strength 
of 500 mg (7.69 gr) acetaminophen per 
dosage unit compared to the established 
standard of 325 mg (5 gr) acetamino¬ 
phen per dosage unit". The term "dosage 
unit" may be replaced by the applicable 
dosage form such as tablet or capsule. 

RmuMcxa 
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Pharmacologic Ba*U of Therapeutic*/* 4th 
Ed.. Edited by Goodman, L. S. and A. Gil¬ 
man, The MacMillan Co.. New York. 1970 

(2) Eden. A. N. and A Kaufman. ‘Clinical 
Comparison of Three Antipyretic Agent*.'* 
American Journal of Diseases of Children, 

114:284-287. 1907 

(3) Cornety. D. A and J A. Ritter. 
•’N-Acetyl-P-Aminophenol (Tylenol Elixir| 
Its a Pediatric Antipyretic-Analgealc." Jour¬ 
nal of American Medical Association . 160: 
1219 1221. 1956. 

(4) Colgfcn. M. T. and A. A. Mima, The 
Comparative Antipyretic Effect of N-Acetyl- 
P-Amlnophenol and Acetyl valley lie Acid/* 
Journal of PedlQtrics, 50 552—555. 1957. 

(5) Hunter. J.. 'Study of Antipyretic 
Therapv In Current Use." AreMrc* of Disease 
in Childhood, 48 ^13-316. 1973. 

(6) Tarlln, L* P. Landrlgan, R. Bablneau 
and J. J Alpcrt, *'A Comparison of the Anti¬ 
pyretic Effect of Acetaminophen and AAplrln 
(Another Approach to Poloon Prevention».** 
American Journal of Diseases of Children, 
124 880 882. 1972 

<7) Simlla. S. 8 Keinanen and K Kou- 
valainen. “Oral Antipyretic Therapy/’ Euro¬ 
pean Journal of Pediatrics, 121:15-20, 1975. 

<B) Steele. R W.. F S. H. Young. J. W 
Baas and H C. 8hlrkey. ’‘Oral AntlpyreUc 
Therapy: Valuation of Aspirin—Aceta¬ 

minophen Combination/' American Journal 
of Diseases of Children, 123:204-206. 1972. 

c. Calcium carbaspirin. The Panel con¬ 
cludes that calcium carbaspirin is a sale 
and effective OTC antipyretic when 
taken in the recommended dosage of 414 
to 828 mg every 4 hours while fever 
persists not to exceed 4.968 mg in 24 
hours for not more than 3 days. 

<1> Effectiveness, The Panel concludes 
that calcium carbaspirin is effective, not 
based on controlled clinical studies, but 
on the fact that the absorbed moiety is 
aspirin, discussed fully above, and that 
adequate bioavallability has been estab¬ 
lished demonstrating an effect similar to 
aspirin ‘Refs. 1 and 2). 'See part III 
paragraph B.l.c. above—Calcium carb¬ 
aspirin.) 

(2) Safety. The safety of calcium 
carbaspirin has been discussed earlier in 
this document. (See part in. paragraph 
B.l.c. (2) above—Safety.) 

<3> Dosage. Adult oral dosage is 414 to 
828 mg every* 4 hours while fever persists 
not to exceed 4.968 mg in 24 hours for not 
more than 3 days. Children 11 to under 
12 years oral dosage is 621 mg every 4 
hours while fever persists not to exceed 
3,105 mg in 24 hours for not more than 
3 days Children 9 to under 11 years oral 
dosage is 517.5 mg every 4 hours while 
fever persists not to exceed 2,587.5 mg in 
24 hours for not more than 3 days. Chil¬ 
dren 6 to under 9 years oral dosage Is 414 
mg every 4 hours while fever persists not 
to exceed 2.070 mg in 24 hours for not 
more than 3 days. Children 4 to under 
6 years oral dosage is 310.5 mg every 4 
hours while fever persists not to exceed 
1.552.5 mg in 24 hours for not more than 
3 days. Children 2 to under 4 years oral 
dosage is 207 mg every 4 hours wh*le 
fever persists not to exceed 1.035 mg in 
24 hours for not more than 3 days. For 
children under 2 years, there is no recom¬ 
mended dosage except under the advice 
and supervision of a physician. 

(4) Labeling. The Panel recommends 
the Category I labeling tor antipyretic 
active ingredients. <See part IV. para¬ 


graph B.l. below—Category I Labeling.) 
In addition, the Panel recommends the 
following specific labeling: <i) Warnings. 
(a) “This product contains aspirin. Do 
not take this product if you are allergic 
to aspirin or if you have asthma except 
under the advice and supervision of a 
physician’*. 

<b> “Do not take this product during 
the last 3 months of pregnancy except 
under the advice and supervision of a 
physician”. 

(c> For oral product formulations to be 
chewed before swallowing: “Do not take 
this product for at least 7 days after 
tonsillectomy or oral surgery except 
under the advice and supervision of a 
physician”. 

riii Analgesic equivalence value. In 
the previous discussion on “standard 
strength” dosage forms the Panel made 
clear the need to indicate the quantity of 
calcium carbaspirin per tablet, tea¬ 
spoon or other dosage unit as well as the 
quantity by which a particular product 
containing calcium carbaspirin differs 
per dosage unit from the e*tabli«h*d 
standard of 325 mg <5 gr) aspirin. ‘See 
part n. paragraph E. above—Standard 
Dosage Unit and Analgesic Equivalence 
Value.) 

The Panel recommends that product* 
containing calcium carbaspirin be clearly 
labeled on the principal display panel: 
“Equivalent to X mg <X gr) per dosage 
unit of the established standard of 325 
mg *5 gr) aspirin per dosage unit”. The 
actual amount of “X‘* of equivalent 
analgesic effectivness for the specific 
product shall be used. The term “dosage 
unit” may be replaced by the applicable 
dosage form such as tablet or capsule. For 
example, a product containing 414 mg 
calcium carbaspirin per tablet (dosage 
unit> shall be labeled. “Equivalent to 325 
mg (5 gr) per tablet of the established 
standard of 325 mg <5 RT> aspirin per 
tablet”. 

RCTBSSMCKS 

(1) Levy, a , "Comparison of Dissolution 
an<l Absorption Rates of Different Commer¬ 
cial Aspirin Tablet*/' Journal of Pharma¬ 
ceutical Scirnces, 50:388-392. 1961, 

(2) OTC Volume 030050 

d. Choline salicylate . The Panel con¬ 
cludes that choline salicylate is a safe 
and effective OTC antipyretic when 
taken in the recommended dosage of 435 
to 870 mg every 4 hours while fever per¬ 
sists not to exceed 5.220 mg in 24 hours 
for not more than 3 days. 

(1) Effectiveness. A number of studies 
have been done on the antipyretic effects 
of choline salicylate. 

Broh-Kahn re'xjrted on the results of 
a cooperative study involving 1.200 pa¬ 
tients (Ref. 1). He did show statistically 
significant blood salicylate levels after 
the administration of choline salicylate. 
However, the information on its anti¬ 
pyretic effect is largely anecdotal. 

Hunt studied the antipyretic effect of 
choline salicylate and found it to be on 
active antipyretic (Ref. 2), however, 
there was no direct comparison with a 
drug such as aspirin. 

Learv again demonstrated the rapid 
absorption of choline salicylate and the 


appearance of salicylate In the plasma 
(Ref. 3). The major evidence for the 
antipyretic efficacy of choline salicylate 
other than the demonstration of effective 
blood levels is the study by Tupper Ref 
4 ) . This is not a controlled study but does 
demonstrate the temperature-lowering 
effect following the administration of 
choline salicylate. 

These studies show* that the dnu is 
effective. However, they were not de¬ 
signed to determine whether they are 
more or less potent than an equivalent 
mg dose of aspirin and so its relative 
antipyretic potency cannot be deter¬ 
mined based upon the studies. 

(2) Safety. The safety of chollne&alic- 
ylate has been discussed earlier in this 
document. (See part III. paragraph 
B.l.d.<2> above—Safety.) 

(3 > Dosage. Adult oral dosage is 435 to 
870 mg every 4 hours while fever persists 
not to exceed 5,220 mg in 24 hours for 
not more than 3 days. Children 11 to 
under 12 years oral dosage is 652 5 mg 
every 4 hours while fever persists not to 
exceed 3,262.5 mg in 24 hours for not 
more than 3 days. Children 9 to under 11 
years oral dosage is 543.8 mg every 4 
hours while fever persists not to exceed 
2,719 mg in 24 hours for not more than 
3 days. Children 6 to under 9 years oral 
dosage is 435 mg every 4 hours while 
fever persists not to exceed 2,175 mg In 
24 hours for not more than 3 days. Chil¬ 
dren 4 to under 6 years oral dosage la 
326 5 mg every 4 hours while fever per¬ 
sists not to exceed 1.632.5 mg in 24 hours 
for not more than 3 days. Children 2 to 
under 4 years oral dosage is 217.5 mg 
every 4 hours while fever persists not to 
exceed 1.087.5 mg In 24 hours for not 
more than 3 days. Children under 2 years, 
there is no recommended dosage except 
under the advice and supervision of a 


>hysician. 

(4) Labeling. The Panel recommends 
he Category I labeling tor antipyretic 
ictive ingredients. (See part IV. para¬ 
graph B.l. below—Category I Labeling.) 
h addition, the Panel recommend the 
ollowing specific labeling: (i> Warning. 
Do not take this product if you are al- 
ergJc to salicylates except under the ad- 
•ice and supervision of a physiclar 

(ill Analgesic equivalence value, in 
he previous discussion on “standard 
strength” dosage forms the Panel made 
:lear the need to indicate the quant.ty 
>f choline salicylate per tablet, teaspoon* 
:ul or other dosage unit as well nsM 
juantitv by which a particular product 
containing choline salicylate differs per 
iosage unit from the established stana- 
ird of 325 mg sodium salicylate per ctos- 
Lge unit. (See part II. paragraph t 
ibove—Standard Dosage Unit and Anal 
jesic Equivalence Value.) 

The Panel recommends that produce 
containing choline salicylate be clean) 
Labeled on the principal display P*ne-- 
•Equivalent to X mg per dosage unit ^ 
the established standard of 325 mg 
hum salieviate per dosage unit 
actual amount of ”X“ of equivalent anal 
gesic effectiveness for the specific proa 
act shall be used. The term 
mav be replaced bv the applicablentoate 
form such as tablet or capsule. For ex 
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ample, a product containing 435 mg 
choline salicylate per tablet < dosage 
unit shall be labeled, ‘‘Equivalent to 325 
mg pci tablet of the established standard 
of 325 mg sodium salicylate per tablet’*. 

RimxNcts 
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e Magnesium salicylate . The Panel 
concludes that magnesium salicylate Is 
safe and effective as an OTC antipyretic 
In the recommended dosage of 325 to 650 
mg ( very 4 hours while fever persists not 
to exceed 4.000 mg in 24 hours for not 
more than 3 days. 

( 1) Effectiveness* The effectiveness of 
mavr.esium salicylate has been discussed 
eArlicr in this document. Although the 
Panel found no controlled clinical anti¬ 
pyretic study of magnesium salicylate, 
adequate studies showing bioavailability 
have been done (Ref. 1) and there Is no 
reason to believe it a less effective 
antipyretic than sodium salicylate. < See 
part III. paragraph B.l.e.(l) above— 
Effectiveness.) 

*2> Safety , The safety of magnesium 
salicylate has been discussed earlier in 
this ciocument. (See part in. paragraph 
B.l.e.12) above—Safety.) 

Rcmnrci 

tl OTC Volume 030042 


<3> Dosage. Adult oral dosage is 325 to 
650 nig every 4 hours while fever persists 
not to exceed 3.900 mg in 24 hours for not 
more than 3 days. Children 11 to under 
12 year* oral dosage is 487.5 mg every 4 
hours while fever persists not to exceed 
2.437 5 mg in 24 hours for not more than 
3 .y* Children 9 to under 11 years oral 
dosage is 406.3 mg every 4 hours while 
[ever persists not to exceed 2.031.5 mg 
in 24 hours for not more than 3 days. 
Children 6 to under 9 years oral dosage 
is 32.i mg every 4 hours while fever per- 
not to exceed 1.625 mg in 24 hours 
tor not more than 3 days. Children 4 to 
under 6 years oral dosage is 243.8 mg 
evcrj * hours while fever persists not to 
exceed 1,219 mg in 24 hours for not more 
than a days. Children 2 to under 4 years 
oral dosage Is 162.5 mg every 4 hours 
anile fever persists not to exceed 812.5 
^L 24 hours for not more than 3 
a For children under 2 years, there 
no recommended dosage except under 
uic td vice and supervision of a physician. 

deling. The Panel recommends 
me c ategory I labeling for antipyretic 
active ingredients. (See Part IV. para- 
i Hi. below—Category I Labeling.) 
, the Panel recommends the 

following specific labeling: Cl) Warning. 
not take this product if you are 


allergic to salicylates except under the 
advice and supervision of a physician”. 

(ID For products containing more 
than 50 mEq of magnesium in the rec¬ 
ommended daily dosage. Warning . “Do 
not take this product if you have kidney 
disease except under the advice and su¬ 
pervision of a physician”. 

fill) Analgesic equivalence value. In 
the previous discussion on “standard 
strength” dosage forms the Panel made 
clear the need to indicate the quantity of 
magnesium salicylate per tablet, teaspoon 
or other dosage unit as well as the quan¬ 
tity by which a particular product con¬ 
taining magnesium salicylate differs 
clinically per dosage unit from the es¬ 
tablished standard of 325 mg sodium sali¬ 
cylate per dosage unit. (See Part II. para¬ 
graph E. above—Standard Dosage Unit 
and Analgesic Equivalence Value.) 

The Panel recommends that products 
containing magnesium salicylate be 
clearly labeled on the principal display 
panel: “Equivalent to X mg per dosage 
unit of the established standard of 325 
mg sodium salicylate per dosage unit”. 
The actual amount of “X“ of equivalent 
analgesic effectiveness for the specific 
product shall be used The term “dosage 
unit” may be replaced by the applicable 
dosage form such as tablet or capsules 
For example, a product containing 325 
mg magnesium salicylate per tablet 
(dosage unit) shall be labeled. “Equiva¬ 
lent to 325 mg per teaspoon of the es¬ 
tablished standard of 325 mg sodium sali¬ 
cylate per tablet**. 

f. Sodium salicylate. The Panel con¬ 
cludes that sodium salicylate is a safe 
and effective OTC antipyretic when 
taken in the recommended dosage of 325 
to 650 mg every 4 hours while fever per¬ 
sists not to exceed 4.000 mg in 24 hours 
for not more than 3 days. 

(1) Effectiveness. Although sodium sa¬ 
licylate U an effective antipyretic, it Is 
probably only 0.6 times as effective as 
aspirin. In a controlled study. Seed in¬ 
vestigated the antipyretic effects In pa¬ 
tients with chronic cancer and associated 
infectious processes. He % determined that 
sodium salicylate in this population was 
0.6 times as potent as aspirin (Refs. 1 and 
2). This is the only controlled study in 
which an assay was carried out so that 
the relative potency of one antipyretic as 
com oared with the standard, aspirin, 
could be determined. 

(2) Safety. The safety of sodium salic¬ 
ylate has been discussed earlier in this 
document (See part III. paragraph B.1T. 
(2) above—Safety.) 

<3) Dosage, (i) For products contain¬ 
ing 325 mg per dosage unit, (a) Stand¬ 
ard schedule. Adult oral dosage is 325 to 
650 mg every 4 hours while fever persists 
not to exceed 3.900 mg in 24 hours for not 
more than 3 days. Children 11 to under 
12 years oral dosage is 487.5 mg every 4 
hours while fever persists not to exceed 
2,437.5 mg in 24 hours for not more than 
3 days. Children 9 to under 11 years oral 
dosage Is 406.3 mg every 4 hours while 
fever persists not to exceed 2.031.5 mg in 
24 hours for not more than 3 days. Chil¬ 
dren 6 to under 9 years oral dosage Is 325 
mg every 4 hours while fever persists not 
to exceed 1,625 mg in 24 hours for not 


more than 3 days. Children 4 to under 6 
yearr, oral dosage is 243.8 mg every 4 
hours while fever persists not to exceed 
1,219 mg In 24 hours for not more than 3 
days. Children 2 to under 4 years oral 
dosage is 162.5 mg every 4 hours while 
fever persists not*to exceed 812.5 mg in 
24 hours for not more than 3 days. For 
children under 2 years, there is no rec¬ 
ommended dosage except under the ad¬ 
vice and supervision of a physician. 

ih) Nonstandard schedule. Adult oral 
do?age is 325 mg to 975 mg initially, fol¬ 
lowed by 650 mg every 4 hours while 
symptoms persist not to exceed 3,900 mg 
in 24 hours for not more than 3 days. For 
children under 12 years, there is no rec¬ 
ommended dosage except under the ad¬ 
vice and supervision of a physician. 

(ii) For products containing more than 
325 mg but not more than 421 mg per 
dosage unit . Adult oral dosage Is more 
than 325 mg but not more than 842 
mg initially, followed by more than 325 
mg but not more than 421 mg every 

3 hours while symptoms persist not to 
exceed 3,789 mg in 24 hours for not 
more than 3 days. For children under 
12 years, there is no recommended 
dosage except under the advice and su¬ 
pervision of a physician. 

<iii> For products containing more 
than 421 mg but not more than 485 mg 
per dosage unit. Adult oral dosage is 
more than 421 mg but not more than 
970 mg initially, followed by more than 
421 mg but not more than 485 mg every 

4 hours or 842 mg but not more than 
970 mg every 6 hours while symptoms 
persist not to exceed 3.880 mg In 24 
hours for not more than 3 days. For 
children under 12 years, there is no rec¬ 
ommended dosage except under the ad¬ 
vice and supervision of a physician. 

(iv) For products containing more 
than 485 mg but not more than 500 mg 
per dosage unit. Adult oral dosage is 
more than 485 mg but not more than 
1,000 mg initially, followed by more than 
485 mg but not more than 500 mg every 
3 hours or 970 mg but not more than 
1.000 mg every 6 hours while symptoms 
persist not to exceed 4,000 mg In 24 
hours for not more than 3 days. For 
children under 12 years, there is no 
recommended dosage except under the 
advice and supervision of a physician. 

(v) For products containing more 
than 500 mg but not more than 650 mg 
per dosage unit. Adult oral dosage U more 
than 500 mg but not more than 650 mg 
every 4 hours while symptoms persist 
not to exceed 3,900 mg In 24 hours for 
not more than 3 days. For children un¬ 
der 12 years, there is no recommended 
dosage except under the advice and 
supervision of a physician. 

(4) Labeling The Panel recommends 
the Category I labeling for antipyretic 
active ingredients. (See part IV. para¬ 
graph B.l. below—Category I Labeling.) 
In addition, the Panel recommends the 
following specific labeling: (I) Warning: 
“Do not take this product if you are 
allergic to salicylates except under the 
advice and supervision of a physician’*. 

(ill For products containing 02 mEq 
<5 mg) or higher of sodium per dosage 
unit. The labeling of the product contains 
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the sodium content per dosage unit (e.g., 
tablet, teaspoonful) If It Is 0.2 mEq (5 
mg) or higher. 

(Ill) For products containing more 
than 5 mEq (125 mg) sodium in the 
maximum recommended daily dosage. 
Warning. "Do not take this product If 
you are on a sodium restricted diet ex¬ 
cept under the advice and supervision 
of a physician". 

The Panel recommends that all prod¬ 
ucts containing sodium salicylate be 
clearly labeled as containing sodium 
salicylate on the principal display panel 

(a) Products containing the stand¬ 
ard sodium salicylate dosage unit. The 
Panel recommends that products con¬ 
taining only 325 mg sodium salicylate per 
dosage unit be clearly labeled on the 
principal display panel: "Contains the 
standard strength of 325 mg sodium 
salicylate per dosage unit". The term 
"dosage unit" may be replaced by the 
applicable dosage form such as tablet 
or capsule. 

(t>) Products containing sodium salicy¬ 
late in an amount different than the 
standard sodium salicylate dosage unit. 
While the Panel recommends that prod¬ 
ucts contain only 325 mg sodium salicy¬ 
late per dosage unit. If the Pood and 
Drug Administration is unable to Im¬ 
plement this recommendation, the Panel 
recommends that products containing an 
amount of sodium salicylate other than 
325 mg sodium salicylate per dosage unit 
be clearly labeled on the principal dis¬ 
play panel: "Contains nonstandard 
strength of X mg sodium salicylate per 
dosage unit compared to the established 
standard of 325 mg sodium salicylate 
per dosage unit". The actual amount of 
"X" of sodium salicylate for the specific 
product shall be used. The term "dosage 
unit" may be replaced by the applicable 
dosage form such as tablet or capsule. 

Rmuxcn 
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CATEGORY I LABELING 

The Panel recommends the following 
Category I labeling for antipyretic active 
ingredients to be generally recognized 
as safe and effective and not misbranded 
as well as any specific labeling discussed 
in the individual ingredient statements: 
a. Indications. "For the reduction of 
fever". 

b. Warnings. (1) "If fever persists for 
more than 3 days (72 hours), or recurs, 
consult your physician". 

«2) For products containing salicylates. 

(1) Take this product for the treatment 
of arthritis only under the advice and 
supervision of a physician". 

(11) "8top taking this product if ring¬ 
ing in the ears or other symptoms occur". 

(ill) For products intended for oral 
administration as a solid dosage form. 
eg., tablets, (a) "Adults: Drink a full 
glass of water with each dose". 


<b> "Children under 12 years: Drink 
water with each dose". 

fiv> "Caution: Do not take this prod¬ 
uct if you have stomach distress, ulcers 
or bleeding problems except under the 
advice and supervision of a physician". 

<v> " Caution: Do not take this prod¬ 
uct If you are presently taking a pre¬ 
scription drug for anticoagulatlon 
(thinning the blood), diabetes, gout or 
arthritis except under the advice and 
supervision of a physician". 

The Pane] recognizes that there are 
few. If any. OTC products marketed ex¬ 
clusively as antipyretics. The vast major¬ 
ity of products are labeled combinations 
of anti pyre tics-analgesics. 

The Panel finds that some antipyretic- 
analgesics have a lower antipyretic rela¬ 
tive potency when compared to aspirin 
(the standard) than the relative potency 
of their analgesic effects. The Panel finds 
that there are few well-controlled anti¬ 
pyretic clinical trials. Since the major 
reason for taking antipyretic-analgesics 
is usually pain relief, the Inclusion of 
antipyretic dosage information on the 
labeling of these products showing dos¬ 
age schedules at variance from the 
dosage based on analgesic efficacy would 
be confusing to the public. Therefore, the 
Panel recommends that future labeling 
of effective antipyretics follow the label¬ 
ing used for single entities and combina¬ 
tions in the labeling sections of anal¬ 
gesics. except for the duration of use 
which should be no more than 3 days for 
antipyretic use. (See Part III.—ANAL¬ 
GESIC AGENTS.) 

2. Category II conditions under which 
antipyretic agents are not generally rec¬ 
ognized as safe and effective or art mis¬ 
branded. 

CATEGORY Q ACTIVE INGREDIENTS 

The Panel has classified the following 
claimed antipyretic active ingredients as 
not generally recognized as safe and ef¬ 
fective or are misbranded: 

AcetanUld Fbcaacctin 

Iodopyrine Quinine 

a. Acetanilid. The Panel concludes that 
acetanilid is an effective OTC antipyretic 
when taken in the recommended dosage 
of 200 to 300 mg but is not safe for OTC 
use. 

(1) Effectiveness. No suitable designed 
clinical assays on acetanilid have been 
reported in the literature. Nevertheless, 
it is recognized that acetanilid is an ef¬ 
fective antipyretic agent. 

In tho AM A Drug Evaluations, acet¬ 
anilid is listed as having historical in¬ 
terest being the first coal tar analgcsle¬ 
an tlpyre tic Introduced into medicine 
(Ref. 1). However. It is stated that there 
is "no Justification for using acetanilid 
In preference to less toxic and equally ef¬ 
fective mild analgesics." 

(2) Safety. The Panel concludes after 
a review of the literature that this drug 
is not safe for OTC use. 

The safety of acetanilid has been dis¬ 
cussed earlier In this document. (Sec 
part HL paragraph B.24U2) above— 
Safety.) Woodbury in 1970. summarized 
the case against this drug and stated 
that acetanilid is definitely more toxic 


than phenacetln or acetaminophen < Ref. 
2). Severe methemoglobinemia occur* 
and possibly sulfheznoglobinemla The 
dose required to produce these change 
varies from one Individual to another, 
and there is some evidence that depend¬ 
ence on the drug may occur <Ref, 3). 

Acetanilid has practically dlsappearr-d 
from use since it is rapidly converted to 
aniline which causes methemoglob; 
mi a (Ref. 4). Furthermore, it has been 
implicated in the production of hemol¬ 
ysis in gluco«e-0-phosphate dehydroge¬ 
nase deficient individuals who form a sig¬ 
nificant proportion of the target 
population (Ref. 5). 

(3) Evaluation. The Panel concludes 
because of the high incidence of toxic 
effects and the relative unfavorable mar¬ 
gin of safety that the risks from use out¬ 
weigh any benefit and therefore classi¬ 
fies acetanilid not safe for use as an OTC 
antipyretic. 

RsroutNixs 


(X) “Mild Analgesic*," in “AMA Drug EraJ. 
uatlona." lat Ed.. American Medical Ajeocta- 
tlon. Chicago, pp. 177-188. 1971. 

(2) Woodbury. D. M„ “Analgeatc-Anti py¬ 
retic*. Anti-Inflammatory Agents, and In¬ 
hibitor* of Uric Acid Synthesis." In “The 
Pharmacological Basis of Therapeutic*." 4th 
Ed.. Edited by Ooodman. L. S. and A. Oilman. 
Macmllllan Co.. New York. pp. 332-433. 1970 

(3) Gross M„ “Acetanilid: A Critical 
Bibliographic Review." Hillhouae Press New 
Raven. 1948. 

(4) Ooth. A.. “Medical Pharmacology. * 
4th Edition. The C. V. Moaby Co.. 8t. Louts, 
1968 

(6) William*, H. B.. “OeneUc QUorderV* 
in "Clinical Pharmacology.“ Edited by Mel- 
mon. K. L. and H. P. Morreili, The Macmillan 
Company, New York, pp. 635-546. 1972 


b. Iodopyrine. The Panel finds dial 
there are no data to demonstrate effec¬ 
tiveness but there are data showing it not 
safe and therefore concludes that kxlo- 
pyrlne Is not safe and not effective for 
use as an OTC antipyretic. 

(1) Effectiveness. No studies were 
found concerning the effectiveness of 
this iodide salt of antipyrlne for use a* 
an OTC antipyretic. The lack of demon¬ 
strated effectiveness for use of lodopy- 
rlne as an OTC analgesic has been dis¬ 
cussed earlier in this document 
part III. paragraph B.2.c.(l> above- 


Effectiveness.) 

(2) Safety. The safety of iodopyrine 
has been discussed earlier in this docu¬ 
ment. (See part IIL paragraph BAc.iV 
ibove—Safety.) * The Panel concludes 
Lhat iodopyrine is not safe for use as an 
3TC antipyretic. 

<3> Evaluation. The Panel find? '-h*t 
iodopyrine Is not safe for OTC u« 

-ause of the significantly high sv, 11a- 
ulllty of iodide following oral admir'-i- 
t ration and Increased likelihood of lo* 
item. Accordingly, the Panel conclude* 
that the risks from use of Iodopyrine out¬ 
weigh anv possible benefit and classin 
the Ingredient unsafe for use as an o it 

mtipvretic. ,, 1/W 

c. Phenacetln. The Panel concludes 
that phenacetln Is an effective OTC * 
tlpyretlc but not safe for OTC use be¬ 
cause of the high potential for abuse <t 
high potential for harm to the nduor 
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anti the possibility of hemolytic anemia 
and methemoglobinemia resulting from 
abuse <Ref. 1), and the lack of com- 
per ting benefits of the drug. The bene¬ 
fit risk ratio of phenacetln compounds 
compares unfavorably with other single 
age:.! and combination antipyretic 
pni rations available to target popu¬ 
late ns. 

il< Effectiveness. The antipyretic ef¬ 
fect oi phenacetln has been Investigated 
by Mintz ‘Ref. 2). He studied the corn- 
par itlve antipyretic effects expressed in 
percent of initial temperature and found 
that aspirin was more effective than 
phenacetln. He studied these compounds 
in rebrile children under the age of 
5 yea- who were given a single standard 
dos* of SO mg phenacetln per year of age 
and compared them with 20 febrile 
children given aspirin in a standard dose 
of 65 mg per year of age. Rectal tem¬ 
peratures were taken *4. l, 2, 3 and 4 
hour, following the administration of 
dm,. Aspirin was more effective than 
phci . ietin in lowering the body tem¬ 
perature whether it was expressed in 
percent of Initial temperature or whether 
it was expressed in terms of the 
average temperature. The author con¬ 
cludes that half doses of aspirin are as 
effective as full doses of phenacetln. 
Thus. henacetin appears to be half as 
effective as aspirin in terms of its anti¬ 
pyretic effects. 

(2 Safctit. The safety of phenacetln 
has been discussed earlier In this docu¬ 
ment ‘See part in, paragraph B.2.d.(2) 

abovr—Safety.) 

Evaluation. The Panel concludes 
that because of the hivh potential for 
abuse, the high potential for harm to the 
kidney and the possibility of hemolytic 
anemia and methemoglobinemia result¬ 
ing from abuse, the risks from the use of 
phenacetln outweigh any benefit and 
therefore classifies phenacetln not safe 
for OTC use as an antipyretic. 

RtmtNcts 

Oi Woodbury. D M . "AiuUge«lc-Anttpy- 
r*t3c», Anti-Inflammatory Agents, and 
Inhibitor* of Uric Actd Syntbests.” in 
_Fhanr.iicolog ie Basis of Therapeutics,*' 4th 
Kd Kdited by Goodman. L. 8. and A. Oilman. 
Mac Mu: in Co Yo rk, 1970 

(2) Mint*, A. A,. "Antipyretic Effect of 
AcetophenHUUn/* Clinical Medicine. ?l:86ft- 
870. !»<*. 


d Quinine. The Panel concludes that 
gulnine is an effective OTC antipyretic 
hut that it is not safe for OTC use. 

Effectiveness. The Panel notes that 
Kollo atateg, “The antipyretic effect of 
Quminc is not very prominent except in 
??vf s malaria. The striking effect in 
disease is due to its specific anti- 
action. The weak antipyretic 
eneci that quinine has in other febrile 
comUions seems to be due to mainly 
mi#?*? 1 * enera l inhibitory effect on 
metabolism and suppression of skeletal 
fnuiCie activity" (Ref. 

vjr A S < aft * v ' frhc of quinine has 

di ^ u J sscd eftrli€r ^ this document 

fiLSS*? paragraph B2e,2) 

<3> fca/uaHon, The Panel concludes 
became of the high incidence of 


hypersensitivity in the effective antipy¬ 
retic dosage, the risks from the use of 
quinine outweigh any benefit, and there¬ 
fore. classifies quinine not safe for use 
as an OTC antipyretic. 

Rzrmr.Hcz 

(I ) RoUo, I. M . “Drugs Used In the Chem¬ 
otherapy of MalAriA." in “The Pharmacologic 
Basis of Therapeutics." 4th Ed.. Edited by 
Goodman. L. 8. and A. Oilman, The Mac¬ 
millan Co., New York. p. 1119. 1970. 

CATEGORY 11 LABELING 

The Panel has examined the submit¬ 
ted libeling claims for antipyretics alone 
and for combination products with non¬ 
antipyretic ingredients and has placed 
certain claims into Category n. These 
Category II claims hare been categorized 
by the Panel as claims that are unsup¬ 
ported by scientific data or by sound the¬ 
oretical reasoning, claims that are not 
clearly defined or clinically recognized, 
claims that require prior diagnosis and 
care of a physician, claims that are mis¬ 
leading or specifically contraindicated, 
and claims that contain modifying ad¬ 
jectives associating fever with illnesses. 

Several of the claims considered by the 
Fanel arc Category n claims for one or 
more of the above reasons. An individual 
claim may include one, several or all of 
the reasons for classifying a claim as 
Category XI. Therefore, it is difficult to 
outline an individual claim under one 
specific reason. All the reasons men¬ 
tioned above including unacceptable 
claims related to product performance 
have been clearly defined elsewhere in 
this document. (See part HI. paragraph 
B.2.a. above—Category II Labeling.) 

The Panel has classified the following 
labeling claims as Category II claims: 
“fever of colds and flu," “reduce fever in 
simple headaches, minor muscular aches, 
neuritis, neuralgia", “reduces tempera¬ 
ture and calms the fretfulness and dis¬ 
comfort of fever, the kind that comes 
with inoculations, common colds and 
teething", “fever accompanying colds or 
the flu", “fever discomfort", “for fever 
from colds, flu. inoculations, minor ail¬ 
ments, headache, sore throat due to 
colds, tonsillectomy, teething", and “hay 
fever". 

3. Cateoory III conditions for which 
the available data are insufficient to per - 
mit final classification at this time. 

CATEGORY in ACTIVE INGREDIENTS 

The Panel has concluded that the 
available data are insufficient to permit 
final classification of the following 
claimed antipyretic active Ingredients 
listed below. The Panel believes it rea¬ 
sonable to provide 3 years for the devel¬ 
opment and review* of such data. Mar¬ 
keting need not cease during this time if 
udequate testing is undertaken. If ade¬ 
quate effectiveness and/or safety* data are 
not obtained within 3 years, however, 
the ingredients listed in this Category 
should no longer be marketed in OTC 
products; 

Aluminum o*plrln 

Antlpyrine 

SalicvUmtcle 

Saturate (talicylmllcyUc acid) 


a. Aluminum aspirin. The Panel con¬ 
cludes that aluminum aspirin is safe but 
that there are insufficient data to deter¬ 
mine effectiveness as an OTC antipyretic 
in the recommended dosage of 365 mg to 
730 mg every 4 hours while fever per¬ 
sists not to exceed 4.380 mg In 24 hours 
for not more than 3 davs. 

41 > Effectiveness. The Panel recom¬ 
mends that if bUnvailabllity studies 
show* that aluminum aspirin produces 
blood levels comparable to those achieved 
with aspirin then it should be accepted 
as an effective OTC antipyretic and clas¬ 
sified as Category I for this use. 

The Panel recommends alternatively 
that if two clinical trials as described be¬ 
low show that aluminum aspirin Is an 
effective antipyretic it should be placed in 
Category I for this use. iSee part IV. 
paragraph C. below—Data Required for 
Evaluation.) 

(2) Safety. The safety of aluminum 
aspirin has been discussed earlier in this 
document. (See part HI paragraph 
B.3.a.<2> above—Safety.) 

<3> Proposed dosage. Adult oral dos¬ 
age is 365 to 730 mg every 4 hours while 
fever persists not to exceed 4.380 mg in 
24 hours for not more than 3 days. Chil¬ 
dren 11 to under 12 years oral dosage is 
365 mg every 4 hours while fever persists 
not to exceed 1.825 mg In 24 hours for not 
more than 3 days. Children 9 to under 11 
years oral dosage is 305 mg every 4 hours 
while fever persists not to exceed 1,525 
mg in 24 hours for not more than 3 days. 
Children 6 to under 9 years oral dosage 
is 215 mg every 4 hours while fever per¬ 
sists not to exceed 1,075 mg in 24 hours 
for not more than 3 days Children 4 to 
under 6 years oral dosage is 180 mg every 
4 hours while fever persists not to exceed 
900 mg in 24 hours for not more than 3 
days. Children 2 to under 4 years oral 
dosage is 120 mg every 4 hours while 
fever persists not to exceed 600 mg in 24 
hours for not more than 3 days. For chil¬ 
dren under 2 years, there is no recom¬ 
mended dosage except under the advice 
and supervision of a physician. 

(4) Labeling. The Panel recommends 
the Category I labeling for antipyretic 
active ingredients. (See part IV. para¬ 
graph B.l. above—Category I Labeling.) 
In addition, the Panel recommends the 
following specific labeling: (l> Warning 
(a) "This product contains aspirin. Do 
not take this product if you are allergic 
to aspirin or if you have asthma except 
under the advice and supervision of a 
physician". 

(&) “Do not take this product during 
the last 3 months of pregnancy except 
under the advice and supervision of a 
physician", 

<c> For oral product formulations to 
be chewed before swallowing: “Do not 
take this product for at least 7 days after 
tonsillectomy or oral surgery except 
under the advice and supervision of a 
physician". 

(11) Analgesic equivalence value. In 
the previous discussion on “standard 
strength" dosage forms the Panel made 
clear the need to indicate the quantity 
of aluminum aspirin per tablet, teaspoon 
or other dosage unit as well as the quan- 
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tity by which a particular product con¬ 
taining aluminum aspirin differs per 
dosage unit from the established stand¬ 
ard of 325 mg (5 gr) aspirin. (See part 
II. paragraph E. above—Standard Dos¬ 
age Unit and Analgesic Equivalence 
Valued 

The Panel recommends that products 
containing aluminum aspirin be clearly 
labeled on the principal display panel: 
“Equivalent to X mg (X gr* ner dosage 
unit of the established standard of 325 
mg <5 gr> aspirin oer dosage unit" The 
actual amount of *'X“ of equivalent an¬ 
algesic effectiveness for the specific 
product shall be used. The term “dosage 
unlt“ may be reolaced by the applicable 
dosage form such as tablet or caosule. 
For example, a product containing 414 
mg aluminum aspirin oer tablet (dosage 
unlt> shall be labeled. “Equivalent to 
325 mg <5 gr) ner tablet of the estab¬ 
lished standard of 325 mg <5 gr) aspirin 
per tablet". 

(5) Evaluation. Data to demonstrate 
effectiveness will be required in accord¬ 
ance with the guidelines set forth below 
for antipyretic drugs. In addition, the 
following information Is needed: Bio¬ 
availability studies of aluminum asp'rin 
In man must show comparable Mood 
levels of salicylates to those following 
administration of the standard, aspirin, 
as detailed below. (8ee part IV. para¬ 
graph c. below—Data Required for 
Evaluation.) 

b. Antipyrine . The Panel concludes 
that there are Insufficient data to deter¬ 
mine the safety and effectiveness of anti- 
pyrine as an OTC antipyretic when, as 
recommended, the dosage is limited to 
a single 975 mg dose in 24 hours while 
symptoms persist for not more than 3 
days. For children under 12 years, there 
is no recommended dosage except under 
the advice and supervision of a physi¬ 
cian. 

(1) Effectiveness. As far as effective¬ 
ness is concerned, not a single controlled 
clinical study has been found in which 
the effectiveness of antlpyrine as an an¬ 
tipyretic has been evaluated. 

The effectiveness of antioyrine as an 
analgesic has been discussed earlier in 
this document. (See part III. paragraph 
B.3.b.(l) above—Effectiveness.) 

(2) Safety. The safety of antlpyrine 
has been discussed earlier in this docu¬ 
ment. (See nart m. paragraph B 3 b.(2) 
above—Safety.) 

(3) Proposed dotage. Adult oral dosage 
Is limited to a single 975 mg dose in 24 
hours while svmntoms persist for not 
more than 3 days. For children under 
12 years, there is no recommended dos¬ 
age except under the advice and super¬ 
vision of a ohysician. 

(4) Labeling. The Panel recommends 
the Category I labeling for antipyretic 
active ingredients. (See Dart IV. para¬ 
graph B.l. above—Category I Labeling.) 
In addition, the Panel recommends the 
following specific labeling: (I) Warnings. 
(o) “Do not exceed recommended dos¬ 
age**. 

<b) “If skin rash appears, discontinue 
use and consult a physician". 

(5) Evaluation. Data to demonstrate 
effectiveness will be required in accord¬ 


ance with the guidelines set forth below 
for antipyretic drugs. < See part IV. para¬ 
graph C. below—Data Required for 
Evaluation. > Data to demonstrate safety 
should include epidemiological studies 
which take Into consideration the con¬ 
cerns of the Panel. Interested drug 
manufacturers should consult with the 
Food and Drug Administration as to the 
design of such studies. The studies 
should consider pharmacogenetic factors 
and include several racial groups. 

c. Salleylamide. The Panel concludes 
that there are insufficient data to de¬ 
termine that salicylamlde is either safe 
or effective when used in combination 
as an OTC antipyretic in the currently 
marketed dosage of 97.2 to 400 mg. The 
Panel finds that salicylamlde when used 
alone at a higher dosage <1.000 mg every 
4 hours while fever persists not to ex¬ 
ceed 6.000 mg in 24 hours for not more 
than 3 days) may be effective but has not 
been demonstrated to be safe for OTC 
use. However, the Panel recommends 
that salicylamlde not be made available 
for OTC use at the higher dosage range 
until suitable studies have been com¬ 
pleted to show both safety and effective¬ 
ness. In addition, the Panel has also con¬ 
sidered the use of salicylamlde In com¬ 
bination as an OTC analgesic adjuvant 
elsewhere in this document. (Sec part 
VI. paragraph B.5. below—8alicylamldc.) 

(1) Effectiveness. Controlled studies in 
animals and in children comparing the 
effects of aspirin and salicvlamide have 
been carried out (Refs. 1 through 4). but 
their interpretation has been subject to 
much discussion. Upon reviewing the pa¬ 
pers, it appears that the best estimate 
is that as an antipyretic salicylamlde 
is about half as potent as aspirin. This 
compound probably has a threshold dose 
which must be exceeded before any an¬ 
tipyretic effect is seen. 

(2) Safety. The safety of salicylamlde 
has been discussed earlier in this docu¬ 
ment (See part HL paragraph B3jcJ2) 
above—Safety.) 

(3) Proposed dosage . No marketed 
product containing salicylamlde alone 
was submitted to the Panel. Currently 
marketed products submitted contain 
97.2 to 250 mg salicylamlde per dosage 
unit in combination with other active 
ingredients. 

The Panel finds that salicylamlde at a 
higher dosage (1.000 mg every 4 hours 
while symptoms persist not to exceed 
6.000 mg in 24 hours for not more than 
3 days) may be effective but has not been 
demonstrated to be safe for OTC use. 
However, the Panel recommends that 
salicylamlde not be made available for 
OTC use at the higher dosage range 
until suitable studies have been com¬ 
pleted to show both safety and effective¬ 
ness. 

For children under 12 years, there U 
no recommended dosage except under 
the advice and supervision of a physician. 

In addition, the Panel has also con¬ 
sidered the use of salicylamlde as an 
OTC analgesic adjuvant elsewhere in 
this document (See part VI. paragraph 
B.5. below—Salicylamlde.) 

(4) Labeling . The Panel recommends 
the Category I labeling for antipyretic 


active ingredients. (See part IV. para¬ 
graph B.l. above—Category I Labeling 

(5) Evaluation. Data to demonstr. i* 
effectiveness and safety will be required 
in accordance with the guidelines net 
forth below for antipyretic drugs. <see 
part IV. paragraph C. below—Data Re¬ 
quired for Evaluation.) 

(6) Combination products containing 
salicylamlde combined with acetam 
nophen or salicvlamide combined i cilh 
aspirin. The Panel concludes that there 
is insufficient Information to determine 
the safety and effectivenes of sallry!- 
amide as an adjuvant in combination 
with acetaminophen or aspirin, anq 
therefore classifies such combinations as 
Category in. The Panel has discu J 
the role of salicylamlde as an adjuvant 
elsewhere in this document. (See part VL 
paragraph B.5. below—Salicylamlde 

Salicylamlde is a frequent component 
of analgesic mixtures. The avers * 
amount in these combinations is only 
about 200 mg which on the basis of pre¬ 
vious discussion would appear to be 
ineffective. 

Rzraxxcss 
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(3) Woodbury. R. A., "Toxicity and Anti¬ 
pyretic Activity of Salicylamlde and Aspirin.” 
Journal of the American Medical Association 
168:1259-1260. 1058. 

(4) Borovsky. M. P.. -Antipyretic Activity 
of Acetylsalicylic Acid and Salicylamlde Sus¬ 
pension In Pediatrics: a Comparative Clini¬ 
cal Evaluation In Two Hundred Six Cases." 
American Journal of Diseases of Children, 
100:23-80. 1060. 

d. Salsalate (salicytsaUcylicacid). The 
Panel concludes that salsalate (sallcyl- 
salicylic acid) Is safe but that there arc 
insufficient data to determine effective¬ 
ness as an OTC antipyretic in the rec¬ 
ommended dosage of 500 to 1.000 mg 
every 4 hours while fever persists not 
to exceed 6.000 mg in 24 hours for not 
more than 3 days. 

<1) Effectiveness. The Pane! concludes 
that while this compound probably has 
antipyretic properties there is no clini¬ 
cal evidence to support this. The Panel 
recommends that If a clinical trial shows 
this compound to be an effective anti¬ 
pyretic. that it be classified as Category 
I for this use. 

(2) Safety. The safety of salsalate has 
been discussed earlier in this document 
(See part m. paragraph B.3.d«<-> 
above—safety.) 

(3) Proposed dosage. Adult oral dos¬ 
age is 500 to 1.000 mg every 4 hours 
while fever persists not to exceed 6.000 
mg in 24 hours for not more than 3 days 
For children under 12 years, there is no 
recommended dosage except under tne 
advice and supervision of a physician 

(4) Labeling. The Panel recommend 
the Category I labeling for antipyretic 
active ingredients. 'Sec part IV. P Rra - 
graph B.l. above—Category I Labe lln ^' 
In addition, the Panel recommends uie 
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following specific labeling: Analgesic 
equivalence value. In the previous dis¬ 
cussion on “standard strength" dosage 
forms the Panel made clear the need to 
indicate the quantity of salsalate per 
tablet, teaspoon or other dosage unit as 
well as the quantity by which a particu¬ 
lar product containing salsalate differs 
per dosage unit from the established 
standard of 325 mg sodium salicylate 
per dosage unit. (See part II. paragraph 
E above—Standard Dosage Unit and 
Analgesic Equivalence Value.) 

The Panel recommends that products 
containing salsalate be clearly labeled on 
the principal display panel: “Equivalent 
to X mg per dosage unit of the estab¬ 
lished standard of 325 mg sodium salic¬ 
ylate per dosage unit**. The actual 
amount of “X“ of equivalent analgesic 
effectiveness for the specific product 
shall be used. The term “dosage unit” 
may be replaced by the applicable dos¬ 
age form such as tablet or capsule. For 
example, a product containing 500 mg 
salsalate per tablet (dosage unit) shall 
be labeled. “Equivalent to 325 mg per 
tablet of the established standard of 325 
mg sodium salicylate per tablet”. 

<S> Evaluation. Data to demonstrate 
effectiveness will be required in accord¬ 
ance with the guidelines set forth below 
tor antipyretic drugs. (Sec part IV. par¬ 
agraph C. below—Data Required for 
Evaluation.) 


CATEGORY III LABELING 


The Panel concludes that the Category 
I labeling claims are sufficiently broad to 
encompass the various types of fever due 
to “cold”, etc. All other labeling claims 
relating to fever are unsupported by 
scientific data or sound theoretical rea¬ 
soning and are classified Category n. 
'See part IV paragraph Bl. above— 
Category I Labeling'and part IV. para¬ 
graph B.2. above—Category* n Labeling.) 


In addition, the Panel has examined 
the .submitted labeling claims for buf¬ 
fered and highly buffered aspirin prod¬ 
ucts and has classified the following as 
Category III labeling which may be in¬ 
cluded cn the principal display panel: a. 
’ Provides ingredients that may prevent 
the stomach distress that plain aspirin 
occasionally causes but should not be 
taken by certain individuals with stom¬ 
ach disorders as cautioned elsewhere on 
the label**, and b. “Faster to the blood¬ 
stream than plain aspirin*’. The Panel 
hat discussed the above Category III 
labeling elsewhere in this document. (See 
part VI paragraph B.l.d below—Label¬ 
ing claims for marketed products con¬ 
taining analgesics combined with antacid 
or buffering Ingredients.) All other 
chums for buffered aspirin products are 
classified as Category n, 

i buffering agents are not in¬ 

cluded In the formulation of choline 
taucylate, some of its currently marketed 
I? are similar to the claims 
^omitted for highly buffered aspirin. 

to labeling claims is un- 
doubtedly due to the fact that choline 
•Jlicylate. like highly buffered aspirin, is 
arketed in a liquid dosage form. The 
nmci has reviewed these claims for 


choline salicylate and has classified the 
following as Category III labeling: “May 
be taken on an empty stomach and may 
prevent the stomach distress that aspirin 
occasionally causes but should not be 
taken by certain individuals with stom¬ 
ach disorders as cautioned elsewhere on 
the label”. The basis for this classifica¬ 
tion is discussed elsewhere in this docu¬ 
ment. (See part III. paragraph B.l.d.<2) 
above—Safety.) 

C. DATA REQUIRED FOR EVALUATION 

The Panel finds the protocols recom¬ 
mended in this document for the studies 
required to bring a Category III drug into 
Category I in accord with the present 
state of the art and do not preclude the 
use of any advances or improved method¬ 
ology in the future. 

1. Considerations in designing an ex¬ 
perimental protocol for testing anti¬ 
pyretic drugs . General principles. —The 
important considerations concerning de¬ 
sign and Interpretation of antipyretic 
assays are as follows: The effect of anti¬ 
pyretic drugs in reducing fever is non¬ 
specific and does not influence the cause 
of the underlying disease. In fact, the 
cause of the patient’s illness may be ob¬ 
scured by relief of symptoms and the re¬ 
duction of fever by the use of antipyretic 
drugs. However, when OTC antipyretic 
ingredients are used, it should only be 
for the symptomatic relief of fever and 
not for the treatment of a disease as dis¬ 
cussed by the Panel earlier in this docu¬ 
ment. <Sce part IV. paragraph A. 
above—General Discussion.) Therefore, 
in antipyretic assays, the patient popu¬ 
lation should be varied as described 
below. 

2. Determination of the patient popu¬ 
lation. The clinical studies should be 
carried out in several populations of pa¬ 
tients, such as patients with hyper¬ 
pyrexia (fever) secondary to cancer and 
associated infections, hyperpyrexia in 
children with acute infectious diseases, 
and hyperpyrexia in adults with acute 
infectious diseases. 

3. Test parameters for study, a. Gen¬ 
eral considerations .—(l) These studies 
should be carried out under double-blind 
conditions using graded doses of active 
and standard compounds and possibly a 
placebo. 

(2) The patient treatments should be 
allocated under a randomized scheme to 
distribute bias evenly. 

b. Method of study. —The antipyretic 
effect or the drug should be evaluated by 
obtaining the patient’s temperature at 
least every hour for 4 to 6 hours. The 
difference between the postdrug tempera¬ 
ture and the predrug temperature can be 
used to calculate “the degree minutes” 
of lowering of the temperature From the 
temperature lowering effect of the drug, 
a total and peak score can be obtained 
and analysis of variance or other suitable 
statistical analysis should be done on 
on these data 

4. Data interpretation. If significant 
dose-effect curves are obtained, parallel 
line assay can be done and the relative 
potency and fiducial limits of the test 
compound to the standard compound 
computed (Ref. 1). 


To establish Category I status for a 
Category III Ingredient, the number of 
studies required for compounds for 
which safety is unquestioned, and the 
number and types of studies required 
for compounds questioned because of 
safety, w’ill be the same as outlined for 
Category III analgesic Ingredients. (See 
part III. paragraph C. above—Data Re¬ 
quired for Evaluation.) 

All data submitted to the Food and 
Drug Administration must present both 
favorable and any unfavorable results. 

5. Safety evaluation. An evaluation of 
the safety of an antipyretic ingredient 
should be based on the same studies and 
observations discussed earlier in this 
document for the safety evaluation of 
analgesics. <See part III. paragraph C.5. 
above—Safety evaluation.) 

Rzvuenck 

(l) S«ed. J. C. and P. 8. Acton. ' Clinical 
Trials of Antipyretic Drugs." International 
Encyclopedia of Pharmacology and Thera - 
peutice. 16:297-308, 1965. 

V. Antirheumatic Agents 

A. GENERAL DISCUSSION 

1. Introduction. An antirheumatic 
agent reduces Joint inflammation and 
relieves muscle tenderness and swelling. 
These agents are used in the treatment 
of arthritis and the rheumatic diseases. 
Arthritis is man’s oldest known chronic 
illness. In the discussion that follows be¬ 
low. the Panel will describe arthritis and 
other rheumatic diseases 

As will be noted, the Panel has found 
aspirin, calcium carbaspirln. choline 
salicylate, magnesium salicylate and so¬ 
dium salicylate acceptable antirheu¬ 
matic agents. However, the Panel con¬ 
cludes that these drugs should be used 
In the treatment of rheumatic diseases 
only under the advice and supervision of 
a physician. There are many reasons for 
the Panel taking this position. The rea¬ 
sons will be elaborated upon in greater 
detail below. Basically, each person with 
symptoms of the more common rheu¬ 
matic diseases, e g., joint and muscular 
aches, pains and stiffness, and Joint 
swelling should seek the advice of a phy¬ 
sician for proper diagnosis of the specific 
cause of the symptoms and for identifi¬ 
cation of the exact rheumatic disease in¬ 
volved. Each rheumatic disease is a dis¬ 
tinct disease entity with a different cause 
and a different prognosis, and more im¬ 
portantly. each disease requires a differ¬ 
ent method of treatment. 

As pointed out by the National Insti¬ 
tute of Arthritis, Metabolism and Di¬ 
gestive Diseases (Ref. 1), “If you have 
arthritis, do not try to treat yourself. 
All forms of arthritis must be treated 
by a qualified physician.” 

The Panel recognizes the remarkable 
properties of aspirin, its salts, and other 
salicylates in relieving pain and reduc¬ 
ing inflammation. However, as pointed 
out by the Arthritis Foundation (Ref. 2), 
each Individual is different; In a leaflet 
prepared for arthritis sufferers describ¬ 
ing the use of aspirin the following is 
stated: 
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You Are an individual, not quite like any¬ 
one else Your arthritis is not quite like any¬ 
one else** arthritis. How such aspirin you 
need lor your disease. and how much you 
can tolerate. Is for a qualified physician to 
decide You make a serious mistake when 
you act aa your own doctor and try to fig¬ 
ure out your own dosage schedule. 

On the basis of the above, and other 
data described below, the Panel con¬ 
cludes that the use of OTC antirheu¬ 
matic agents for the treatment of the 
symptoms of specific rheumatic dis¬ 
eases requires prior diagnosis by a phys- 
ican and the establishment of a suitable 
treatment program, which may Include 
not only OTC antirheumatic drugs, but 
also prescription medications <e.g. gold, 
phenylbutazone, indomethacin, hydroxy¬ 
chloroquine. corticosteroids, etc.), phys¬ 
ical therapy, exercise, devices (braces, 
splints, crutches, etc.' and recon¬ 
structive surgical procedures. The Panel 
is concerned that any labeling con¬ 
ditions promoting the use of OTC prod¬ 
ucts for the treatment of rheumatic 
diseases mislead the consumer who at¬ 
tempts to self-diagnose and self-treat a 
serious disease. Terms such as "arthri¬ 
tis”. “rheumatism'*, "pain of arthritis**, 
"pain of rheumatism”, "minor aches and 
pains of arthritis'*, "minor aches and 
pains of rheumatism**, "minor pain of 
arthritis", "minor pain of rheumatism**, 
"low back pains", ‘bursitis" and "lum¬ 
bago” are clearly conditions that should 
be diagnosed by a physician prior to 
treatment. Most importantly, there is a 
potential hazard from self-diagnosis and 
self-medication. Even with all the pre¬ 
cautions the Panel has recommended for 
OTC drug labeling, there is the unfor¬ 
tunate hazard of an Inadequate treat¬ 
ment program with progression of the 
disease and permanent disability. The 
advice of a physician is essential for a 
complete treatment program. 

For example, aspirin, the most com¬ 
monly used OTC antlrheumatlc agent, 
can have serious side effects when taken 
at the high dosages required for effective 
anti-inflammatory activity. Protier diag¬ 
nosis and controlled treatment by a phy¬ 
sician Is essential. Aspirin is only a safe 
OTC drug when taken at the recom¬ 
mended analgesic dally dosage for the 
recommended time period (10 days). It 
is the Panel's conclusion that labeling 
and advertisements for aspirin-contain¬ 
ing products which make antlrheumatlc 
claims leave the general Impression in 
the mind of the consumer that aspirin is 
an innocuous drug and is completely ef¬ 
fective when used for this purpose. 

In addition, present OTC antirheu¬ 
matic labeling and advertising has given 
consumers the Impression that arthritis 
Is a "minor" disease. No allusion is made 
to the progressive, disabling degenera¬ 
tion that occurs if rheumatic diseases 
are not properly diagnosed and treated. 
Consequently, such misleading labeling 
and advertising may cause the affected 
individual to delay consulting a physi¬ 
cian until the disease has progressed to 
a degenerative state that results in per¬ 
manent physical disability. It is impor¬ 
tant that the individual see a physician 
in the early stages of rheumatic disease 


in order to attempt to prevent possible 
progressive degeneration. 

The mistaken notion that joint aches 
and pains can be self-treated is instilled 
in the consumer by current labeling of 
OTC antirheumatic products and by mis¬ 
leading advertising. In addition, the con¬ 
sumer is led to believe that there is no 
distinction between the Joint aches and 
pains of different individuals. The im¬ 
pression is given that alt aches, pains and 
stiffness of joints are medically the same 
and that all Individuals with these "mi¬ 
nor” symptoms can self-medicate with 
OTC antirheumatic products with bene¬ 
fit to their condition. 

Many of these OTC products contain 
the term "arthritis" in their trade name. 
The advertisements of these products 
leave the consumer with the false idea 
that all joint aches, pains and stiffness 
arc both "minor" and due to a single 
disease entity when in fact these same 
symptoms are present in individuals who 
have many different rheumatic diseases. 
As will be discussed in detail below, many 
of these rheumatic diseases are very seri¬ 
ous and are not amenable to treatment 
with the OTC antirheumatic products. 
Although the pain associated with some 
rheumatic diseases can be relieved, their 
serious clinical features, which if un¬ 
treated often lead to progressive degen¬ 
eration and debilitation, may be unaf¬ 
fected by these products. Also, those In¬ 
flammatory rheumatic diseases that can 
be treated with these products often re¬ 
quire a much higher dally dosage and 
more prolonged treatment than is re¬ 
quired for the relief of pain alone. 

There are no labeling claims, i.e.. indi¬ 
cations for use. for OTC antlrheumatlc 
drugs that are suitable for OTC market¬ 
ed products. Labeling claims are limited 
to professional labeling (labeling of the 
products for health professionals but not 
for the general public). There is no suit¬ 
able OTC dosage schedule nor directions 
for use that could be Included on OTC 
marketed products. Each person should 
have the proper daily dosage adjusted on 
an individual basis by a physician. 

Because of the widespread current 
OTC use of aspirin and other salicylates 
in treating rheumatic diseases, the Panel 
recommends that &U OTC products con¬ 
taining salicylates contain the warning. 
"Take this product for the treatment of 
arthritis only under the advice and su¬ 
pervision of a physician". The Panel is 
of the opinion that such a warning is 
necessary to inform the consumer not to 
self-diagnose and self-medicate for ar¬ 
thritis. In addition, the Panel concludes 
that the nonsal icy lute, acetaminophen, 
is not an effective OTC antirheumatic as 
discussed elsewhere In this document. 
(See part V. paragraph B.2.a below— 
Acetaminophen, i Therefore, the Panel 
recommends that all OTC products con¬ 
taining acetaminophen contain the 
warning. M Do not take this product for 
the treatment of arthritis except under 
the advice and supervision of a physi¬ 
cian” 

In the discussion that follows, the 
basis for the Panel's concern for the pro¬ 
tection of the consumer will become quite 
obvious. 


The term rheumatism is derived from 
the Greek word rheumatismos which 
designated mucus (catarrh) as an evil 
humor that w»as thought to flow from the 
brain to the Joints and other portions of 
the body, producing pain (Ref. 3). Rheti 
matic diseases includes diseases of a wide 
variety that involve the joints and or 
para-articular structures. The rheumatic 
diseases arc associated with pain and 
stiffness of the musculoskeletal system 
and include diseases of the connective 
tissue. 

Arthritis, which is one of the oldest 
known diseases, is the general term used 
when the joints themselves are the major 
cause of the rheumatic disease. However, 
the disease involves much more than just 
aches and pains around a Joint. In fact, 
inflamed joints may be only one m&nlfc.v 
tat ion of the many different diseases that 
can be termed arthritis. "In some of 
these conditions rheumatic complaints 
occur irregularly or constitute only a mi¬ 
nor problem whereas in others Joint dis¬ 
ease may play an important role in the 
patient's illness" (Ref. 4). Other types of 
rheumatic diseases involve muscles, ten¬ 
dons, ligaments, or bursae and are re¬ 
ferred to as rheumatism. According to 
the National Health Examination Survey 
conducted by the National Center for 
Health Statistics of the Department of 
Health. Education, and Welfare, more 
than 16 million people in the United 
States believed they had "arthritis** 
(Refs. 5. 6. and 7). 

2. Classification of rheumatic disease 
In this discussion, the Panel has referred 
to the classification of rheumatic diseases 
as proposed by the Nomenclature and 
Classification Committee of the Ameri¬ 
can Rheumatism Association and official - 
ly adopted by that society in 1963 (Ref 
4). 

The common property shared by most 
of the diseases and syndromes is that of 
an involvement of the Joints (chiefly the 
synovial Joints) and/or para-artlculnr 
structures. The three most common dis¬ 
eases in the U.8. are osteoarthritis, rheu¬ 
matoid arthritis and gout. Each disease 
is different, with different causes and dif¬ 
ferent prospects for recovery depending 
upon the specialized treatment used. To 
illustrate the wide variety of known 
rheumatic diseases, many of which pro¬ 
duce similar symptoms requiring diagno¬ 
sis by a physician, the Panel has included 
the American Rheumatism Association * 
classification of rheumatic diseases (Ref 
4) In the following table: 

Classitication or the Rheumatic Diseases 

T- POLTArnuma or vw known stioloct 

A. Rheumatoid arthritis 

B Juvenile rheumatoid arthritis (Including 

Still's disease) 

C. Ankylosing spondylitis 

D. Psoriatic arthritis 

B. Reiter’s syndrome 
F Others 

IT "CONNECTIVE TISSUE" D ISO ED ESS (hGQVM*) 

A. Systemic lupus erythematosus 

B. Progressive systemic sclerosis (sclero¬ 

derma) 

C. Polymyositis and dcrmatomyosiUs 

D. Necrotizing arteritis and other forms o: 

vasculitis (polyarteritis nodosa. hyp« r 
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sensitivity angiitis. Wegener's granulo¬ 
matosis. Takayosu's (pulseless) disease. 
Cogan's syndrome and giant cell arteri¬ 
tis (Including polymyalgia rheuma¬ 
tics)). 

E Amyloidosis 

r Othem (See also rheumatoid arthritis, I. 
A above; Sjogren's syndrome. VI. O. 
below.). 

MX RHEUMATIC TTVZ a 

IV D£0 KN KJLATIV K JOINT DISEASE (OSTEOARTH¬ 

RITIS. OSTEOARTHROSIS) 

A Primary 
b Scooodary 

V NON ARTICULAR RHEUMATISM 

A FlbroaitU 

B Intervertebral disk and low back syn¬ 
drome* 

C Myositis and myalgia 

D. Tendinitis and peritendinitis (bursitis) 

E, renoeynovtti* 

V r .vsciitls 

O Carpal tunnel syndrome 
H Other* (see also shoulder-hand syndrome. 
VIH. C. below) 

V! LMAAKS WITH WHICH ARTHRITIS I* mi- 
QUKNTLY ASSOCIATED 

A - u coidoals 

B Ilapsing polychondritis 
c. Sr hOnlcln-Benodi purpura 
D Lucrative colitis 
E Regional enteritis 
V Whipple's disease 
O. Sjogren's syndrome 
H Familial Mediterranean fever 
I. Others (See also psoriatic arthritis. I. D 
above) 

vn ASSOCIATED WITH KNOWN INFECTIOUS 
AGENTS 

A. Bacterial (gonococcus, meningococcus, 
pneumococcus, streptococcous. staphy¬ 
lococcus. salmonella, brucella, strepto- 
bsdllus moniliformis (Harverhlll lever), 
mycobacterium tuberculosis, trepo¬ 
nema pallidum (syphilis), treponema 
pertenue (yaws), and others (see also 
rheumatic fever, in. above.)). 

8 Rickettsial 

C. Viral (Rubella. Mumps, Viral hepatitis, 
and Others) 

D l-'ungal 
E Parasitic 

vm. TRAUMATIC AND/OR NEUROGENIC DISORDERS 

A Traumatic arthritis (the mult of direct 
trauma) 

B Neuropathic arthropathy (charcot 
Joints), syphilis (tabes dorsalis), dia¬ 
betes mellitus (diabetic neuropathy). 
cyrlngomytUa, myelomeningocele, con¬ 
genital insensitivity to pain (including 
familial dysautouomla) and others 
C Shoulder-band syndrome 
D Mechanical derangement of joints 
E Others (see also degenerative Joint dis¬ 
ease, IV above; carpal tunnel syndrome, 
V O. above.). • 

t* ^ V^CIATED WITH KNOWN OR STRONGLY SUS- 
BIOCHEMICAL OR ENDOCRINE ABNOR¬ 
MALITIES 

a. Gout 

B f'honctrocalclnosls artlcularls ("pseudo- 

gout") 

£ Alkaptonuria (ochronosis) 

D Hemophilia 

8 Sicklo cell disease and other hemoglobino¬ 
pathies 

* Ar-urtmaglobullneinla (hypogammaglobu- 

Unemla) 

0 Gaucher's disease 
« l .perparathyroldlsm 

1 Acromegaly 
•f Thyroid acropachy 


K. Hypothyroidism 

L. Scurvy, hypovltamlnosls C) 

M. Hyperlipoproteinemia type n (xanthoma 

tuberosum and tendlnoeum). 

N. Fabry's disease (angiokeratoma corporis 

dlfTusum or glycollpld lipidosis). 

O. Hemochromatosis 

p. others (See also inherited and congenital 
disorders, XII. below.) 

X. NEOPLASMS 

A. Synovioma 

B. Primary Juxta-artlcular bone tumors 

C. Metastatic malignant tumors 

D. Leukemia 

K. Multiple myeloma 

F. Benign tumors of articular tissue 
O. Others (See also hypertrophic osteoarth¬ 
ropathy. XIII. I. below.) 

XX. ALLERGY AND DRUG EXACTIONS 

A. Arthritis due to specific allergens ie.g., 

serum sickness) 

B. Arthritis due to drugs 

C. Others (see also systemic lupus erythema¬ 

tosus, II, A. above for drug-induced 
lupus-llke syndromes, e g . hydralazine 
and procainamide syndromes; hyper¬ 
sensitivity angiitis. II. D. above). 

xii. iNHxarrxo and congenital disorders 

A. Marfan syndrome 

B. Homocystinurla 

C. Ehlers-Danlo* syndrome 

D. Osteogenesis imperfecta 

E. Pseudoxanthoma elasticum 

F. Cutis laxa 

G. Mucopolysaccharidoses (including Hur¬ 

ler's syndrome) 

H. Arthrogryposis mullplex congenita 

I. Hyper mobility syndromes 

J. Myoaius (or nbrodyspiasla) ossificans pro¬ 

gress! va 

K- Tumoral calcinosis 

L. Werner's syndrome 

M. Congenital dysplasia of the hip 

N. Others i See also arthropathy associated 

with known biochemical or endocrine 
abnormalities. .IX above.) 

Xtlt, MISCELLANEOUS DISORDERS 

A. Pigmented vi do nodular synovitis and 

tenosynovitis 

B. Behcet's syndrome 

C. Erythema nodosum 

O. Relapsing panniculitis (Weber-Christian 

disease > 

X Avascular necrosis of bone 
F. Juvenile osteochondritis 
O. Osteochondritis dissecans 
H. Erythema mulU for me (8 tevexvi-Johnson 
syndrome) 

L Hypertrophic osteoarthropathy 

J. Multicentric reticulohlstlocytosLs 

K. Disseminated llpogranulomatosls (Far- 

ber’s disease) 

L. Familial llpochrome pigmentary arthritis 

M. TictEO'a svndrome 

N. Thrombotic thrombocytopenic purpura 

O. Others 

3. Incidence of rheumatic diseases. 
Many different population studies have 
been conducted to determine the inci¬ 
dence of rheumatic diseases. However, as 
pointed out by Hollander (Ref. 3): 

Large scale surveys are inaccurate because 
they depend on answers to set questions, per¬ 
mitting guesswork by the people surveyed 
Smaller population samplings, with strict di¬ 
agnostic criteria and medical examination, 
are far more accurate but represent such a 
local segment that doubt is thrown oo the 
projection of the figures to cover the general 
population. In spite of the handicaps, the 
realization that rheumatic diseases form a 
tremendous segment of chronic disability all 
over the world has become more widespread 
ir» recent years 


The impact of these diseases in the 
Ui5. is discussed elsewhere in this doc¬ 
ument. (See part V. paragraph A.5. be¬ 
low—Economic and social impact of 
rheumatic diseases in the U.S.) 

On the basis of a U.S: survey (Ref. 7). 
Hollander ‘Ref. 3) further states that: 

From the National Health 3urvey figures 
it appeals that 26 percent of those having 
rheumatic disease were definitely limited in 
their activities, and 10 percent were grossly 
disabled. This means that more than a mil¬ 
lion persons are rendered unemployable by 
arthritis and rheumatism. 

About 27 million work days are lost an¬ 
nually because of arthritis. About 1 In every 
5 chronically housebound Invalids had ar¬ 
thritis Arthritis and rheumatism were the 
second greatest cause of chronic limitation of 
major activity with a relative Incidence of 
16 percent. Heart disease, with an Incidence 
of 17 percent, was the only disease group ex¬ 
ceeding arthritis. 

Although arthritis cripples a tremendous 
number of persons each year. It kills rela¬ 
tively few There is no other group of dis¬ 
eases which causes so much suffering by so 
many for so long Because Of the tendency 
to cripple without killing, arthritis and rheu¬ 
matism belong at tho head of the list of 
chronic diseases from the standpoint of so¬ 
cial and economic importance. 

The Panel finds that the insidiousness 
of this group of diseases makes it all the 
more important that extraneous factors 
be eliminated so as not to result in de¬ 
layed diagnosis or treatment. Factors 
which allude to arthritis as a "minor dis¬ 
ease". such as the misrepresentation that 
the alleviation of symptoms. e*g.. joint 
and muscle pain or stiffness with "extra 
strength aspirin" or other salicylates will 
control the disease, are clearly mis¬ 
leading. 

According to the Arthritis Foundation 
(Ref. 8), the incidence of the most com¬ 
mon rheumatic diseases in the United 
States during 1974 (the latest figures 
available) is as follows: 

Incidence of rheumatic diseases in the 
United States during 1974 

Number of persons 

Rheumatic disease: (mtttfonj) 

Osteoarthritis_ 12 

Rheumatoid arthritis- 6 

Gout ____.... I 

Systemic lupus erythema¬ 
tosus..__- -4 tooa 

Juvenile rheumatoid arth¬ 
ritis .— 0 25 

Since the above listed diseases are the 
most prevalent, the Panel has Included a 
more detailed description of their clin¬ 
ical features and the recommended 
treatment program below. As will be evi¬ 
dent from the discussion, adequate treat¬ 
ment reouires the advice and supervision 
of a physician. 

4. Comments on the more common 
rheumatic diseases in the U.S. a. Osfeo- 
arthritis .—(1 > Clinical features —Osteo¬ 
arthritis (degenerative Joint disease) is 
a very common disease especially among 
elderly individuals. It probably begins 
as degeneration of Joint cartilage in all 
people by the end of their second decade 
of life. It is rarely accompanied by evi¬ 
dence of inflammation in and around 
the joints, yet pain and swelling of the 
Joint are present due to destruction of 
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cartilage and misalignment of the Joint. 
This condition which is very common 
among elderly individuals is an ubiqui¬ 
tous condition which increases in fre¬ 
quency with aging. 

The joints most frequently involved 
are those of the distal interphaiangeal 
Joint (joint near fingernail). first carpo¬ 
metacarpal Joint (joint at base of 
thumb), hips and knees. Degenerative 
disease of the hip alone is estimated to 
be present in at least 175.000 Americans 
age 65 or older 'Ref. 9). The lower spine 
and spine of the neck may also be in¬ 
volved frequently. 

Twenty-three percent of those per¬ 
sons having osteoarthritis have moderate 
or severe disease (Ref. 10). 

Clinical features of the disease <Ref. 
11 > include pain, crunching sounds 
(crepitus) with crunching feeling in the 
Joint, atrophy of the surrounding mus¬ 
cles. limitation of motion, malalignment 
of the extremity and changes in the 
shape of the joint which are detectable 
on physical examination. Tenderness to 
palpation may be observed, but signs 
of inflammation are relatively* uncom¬ 
mon. except for fluid in the joint which 
may be present after episodes of trauma 
following overly vigorous usage of the 
involved Joint. 

The Primer on the Rheumatic Diseases 
has described the clinical features as 
follows (Ref. 11): 

Special forms or degenerative disease in¬ 
volve particular Joints in a characteristic 
manner. 

(Bony nodes, termed Heberden't nodes, are 
common.) Thes* consist of a deforming bony 
protuberance at the margins and on the 
dorsal surface of the distal Interphaiangeal 
Joints (Joint next to the nail) of the fingers, 
and arc often associated with flexion and 
angulation of the distal phalanx. Local pRin 
and Underness with some warmth may be 
present early in the course of their develop¬ 
ment. Hebcrden's nodes are more frequent 
m women, tend to occur In families, and 
are often associated with degenerative 
changes in other Joints, although the asso¬ 
ciation is not invariable. Involvement of the 
proximal Interphaiangeal finger Joints (Bou¬ 
chard's nodes) Is not at all uncommon In 
osteoarthritis, and may give rise to confusion 
with rheums told arthritis 

Degenerative disease of the hip. although 
less common than knee disease, is the most 
disabling form of osteoarthritis • • • pain 
on motion or weightbearing Is the main 
complaint, and this generally becomes pro¬ 
gressively more severe and Is often referred 
to the groin or to the medial (Inner) side 
of the knee. Later, the pain may become 
continuous, and be especially difficult to bear 
at ntght On phystclal examination there Is 
a global lo&s of range of motion of the 
Involved hip • • *. 

The changes (In the knee) may Involve the 
softening of the posterior surface of the 
Patella (kneecap) (chondromalacia patellae) 
as well as the weight-bearing surfaces of the 
femoral and tlbtal condyles. The former is 
often observed In young persons and Is con¬ 
sidered by many to bp related to trauma. 
Degenerative disease of the knees Is com¬ 
monly observed In older women and is asso¬ 
ciated with loss of motion, crepitus, and 
flexion deformity. 

Degenerative disease of the spine affects 
two distinct articular systems: The apophy¬ 
seal articulations In the vertebral arch (and, 
In the case of the cervical vertebrae, between 
the vertebral bodies) which are dlarthrodlal 


Joints: and the intervertebral articulations 
which constitute an amphlarthrosis known 
as a symphysis. 

Symptoms of osteoarthritis of the 
spine include localized pain and stiffness 
and radicular pain (nerve root pain). 
Spontaneous remissions and exacerba¬ 
tions occur. Spasm of back muscles is 
common. 

The prognosis of osteoarthritis is ex¬ 
tremely variable. “Involvement of the 
distal interphaiangeal Joints of the hands 
may be associated with a moderate 
amount of pain but usually leads to little 
limitation of the essential function unless 
fine finger motion is occupationally re¬ 
quired” (Ref. 12). Involvement of cer¬ 
tain Joints may be associated with mod¬ 
erate to severe pain, stiffness and limi¬ 
tation of motion localized to that par¬ 
ticular area. In this regard, osteoarth¬ 
ritis is not a benign disease. Involvement 
of the hip or knee may lead to marked 
disability as the disease progresses. In 
a study of osteoarthritis of the hip, the 
average time from onset of pain to al¬ 
most complete loss of motion in 400 pa¬ 
tients reviewed was 8 years with a range 
of 18 months to 23 years (Ref. 12). 

As pointed out by Dr. Roland W. Mos- 
kowitz in his chapter on osteoarthritis in 
Hollander and McCarty's textbook on 
Arthritis and AUted Conditions. 8th Ed. 
(Ref. 12>. “Active treatment may retard 
disease progression and is of further 
value in protecting contralateral joints 
which may be exposed to increased 
stress.” Thus, it is apparent that such 
active treatment as described below is 
denied to patients who self-medicate for 
a long period of time for the relatively 
minor symptoms, such as pain and stiff¬ 
ness. without consulting a physician and. 
therefore, are subject to disease progres¬ 
sion which may be prevented by proper 
medical management. 

(2) Treatment. The management of 
osteoarthritis is dependent on the ana¬ 
tomic patterns Involved and the degree of 
Joint deformity. There is no specific rem¬ 
edy. but disability can be minimized. The 
principal objectives of treatment are the 
relief of pain, restoration of Joint func¬ 
tion. and the prevention of avoidable 
disability and progression of the disease. 
Diagnosis by a physician and continued 
medical supervision in preventing the 
development of unnecessary disability is 
therefore essential. 8lnce the degree of 
disability and the extent of Joint involve¬ 
ment varies among patients, the treat¬ 
ment must be individualized by a physi¬ 
cian. 

Orthopedic surgical management is 
often effective in severe cases. This is the 
only rheumatic disease affecting a large 
portion of the population in which as¬ 
pirin is used as an analgesic rather than 
as an anti-inflammatory agent. The 
proper medical management includes not 
only analgesic therapy but such modali¬ 
ties as physical therapy, orthopedic de¬ 
vices, weight reduction if necessary and 
possible orthopedic reconstructive sur¬ 
gery which may be extremely effective in 
severe hip disease Many patients accept 
pain as inevitable. Many individuals, who 
self-medicate for degenerative disease of 


the hip. could be totally relieved of the 
pain and disability they endure, and In 
addition, prevent degenerative changes 
if they went to a physician for treatment 
of their arthritis. 

<1> Drugs. No medication has been 
shown to retard the development or pro¬ 
gression of degenerative joint disea.u 
(Ref 13). Pharmacologic agents play a 
relatively minor role in the management 
of osteoarthritis. As lias been noted in 
the Primer on the Rheumatic Dixeasr 
(Ref. 14): 


It remains to be determined whether drug 
therapy can alow the development or pro¬ 
gression of early degenerative Joint dUc**?, 
although there are some interesting prelimi¬ 
nary findings from experimental studies 
Aspirin. In moderate dosage (0.6 gro 3 to 5 
times a day) Is helpful in conjunction *tth 
rest and physical measures, especially when 
Inflammation due to traumatic synovtUs U 
present Agents with greater risk of toxicity 
are rarely Justified, particularly since they 
would hare to be used on a long-term hauls 
Since osteoarthritis is generally a nonin¬ 
flammatory disease, the use of an anti-in¬ 
flammatory agent, such as aspirin would wi¬ 
den be justified except for use in the relief 
of pain. Individuals with Joint pain who 
self-medicate with analgesics to relieve their 
pain may delay consulting a physician and 
thus unwittingly contribute to the pro^n - 
sive degeneration of their Joint disease 


The Primer on the Rheumatic Dis¬ 
eases (Ref. 14) also notes that: 

Corticosteroids should not be used with 
the exception of I nuu-articular inject to. a 
which may provide relief of symptoms fur 
several weeks and permit graded exercises to 
be started with leas discomfort. Repeated In¬ 
jections of corticosteroid* should be avoided 
however, as the course of the degenerative 
process Is not changed and may even tie ac¬ 
celerated. since these agents have been found 
to inhibit the synthesis of protelnpolyua*.- 
chartde by articular cartilage. 

It has been stated by Christian (Ref 
13): 


It remains to be determined whether dru* 
therapy can slow the development of pro¬ 
gression of early degenerative Joint dlse**. 
although there arc some interesting prelimi¬ 
nary findings from experimental studies 
Salicylates seem to prevent the development 
of degenerative changes in scarified cartilage 
in rabbits and there is an extract of calf coi¬ 
tal cartilage which has been shown io stim¬ 
ulate cartilage protelnpolyaaccharide syn¬ 
thesis. 


(ID Physical measures and surgical 
t vanagement. The use of drugs is only 
me method of treatment. OtffceoartfuM* 
s treated by several methods in «- 
empt to relieve pain, restore 3 °^L ‘Unc- 
.ion and prevent avoidable disability o 
progression of the disease. The Panel ri¬ 
sers to the statement in the TMm* 
ihe Rheumatic Diseases (Ref. 14>, 11 
telpful to emphasize the value of co • 
imued medical superv ision in preve' 
iie development of unnece^ry dt^ u 
ty" Hence, the disabUity that rcsju.w 
rom the disease can be minlmu^ ^ 
i physical therapy program aw* 
Lhopedic surgical treatment The 
general goals in the design of a P 
medicine program for degenerative 
disease are minimizing the forces o * * 
md weightbearing that apply 1 
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feot Joints, and maintenance of normal 
joint alignment and motion. 

Christian (Ref. 13) recommends that: 

General physical measures Include dally 
periods of rest and support during recum¬ 
bency. particularly In spondylosis (patients 
w.th spine Involvement) In which case a firm 
mu tree* with underlying board Is needed 
vt n weight-bearing joints are affected, lo- 
sa! support is often of great value. Including 
t hr use of canes, crutches, or other mechan¬ 
ics! devices. Avoidance of unnecessary walk* 
mg *nd stair-climbing, wearing of proper 
Ah-cs, restoration of arch, or building up of 
o:.r side of a shoe to shift the line of weight- 
bearing often prove helpful. Correction of 
abnormal posture Is desirable, although this 
is more effective before advanced disease has 
d< oped. Weight reduction Is advised when 
indicated* although not often accomplished. 
Local measures Include heat and specific ex- 
rr-isen designed to avoid or correct muscle 
atrophy. since weakness aggravates Joint tn- 
u.\ Alliy and contributes to disability. Trac¬ 
tion li useful when there Is muscle spasm, 
pivr ilsrly for hip or cervical vertebral dls- 
*iu- Patients with the latter are often rc- 
'.cvf'd by wearing a cervical collar. 

It u clear to the Panel that these meas¬ 
ure will not be undertaken unless the 
patient Is under medical care. A seif- 
mcdic&ting patient will obviously not re¬ 
ceive adequate treatment for his/her 
disease even though their pain may be 
relieved by OTC doses of analgesics. 

has been described in the Primer on 
Vie pneumatic Diseases (Ref. 14): 

In adults, surgical treatment is often nec- 
c«a for the relief of persistent pain and 
the rrectlon of serious deformity. Obvl- 
outty. many considerations Influence the se¬ 
lect on of patients and the type of operative 
procedure. It is important to note that the 
patient must be able to cooperate physically 
and emotionally with the necessary postop- 
emvf rehabilitation if a good end result is 
to be achieved* Surgical treatment of osteo- 
arthritic joints Includes (1) debridement; 
2 arthrodesis (Joint fusion); (3) arthro- 
plav.y ■ the formation of a prosthetic artlcu- 
hUng lurfaoa): (4) osteotomy (a general 
term for section of bone to alter weight-bear¬ 
ing surfaces); and (ft) total Joint replace¬ 
ment Specific procedures usually have pre¬ 
dictable end-results with respect to pain 
relief, mobility, stability, and deformity, and 
the procedure Is selected with this knowledge 
in mind Thus, Intertrochanteric osteotomy 
lor *rf lA rthrltls of the hip Is indicated In 
the case of early disease when relatively good 
nation iat least 00’ to 70* of flexion) Is pres¬ 
ent w.th replacement arthroplasty using 
metallic pros thesis, or with the recently de- 
rriop^d and highly encouraging total hip 
replacement, pain relief Is often obtained 
»1th Kood stability and mobility. Surgery for 
knee crease Is perhaps less well defined, but 
there are patients who benefit markedly from 
tlbial osteotomy, patellectomy and de- 
•kWrnent, interposition arthroplasty, or 
Rarely does spondylosis of the 
thoracic or lumbar spine require surgical 
intervention. Occasionally, however, resec- 
4on of -enrlcal osteophytlc sours or csrvtca! 
•nhrodesis | a necessary to relieve impinge- 
®eni on nerve roots or the spinal cord. 

J3) Summary and conclusions. Osteo- 
JiJwitu is an extremely common rheu- 
wic disease affecting more than 6 per- 
™ of the U.S. population. Hip disease 
kionc affects 175.000 Americans aged 64 
r ' The Panc l concludes that self- 
with analgesics by these pa¬ 


tients Is undesirable because they wiU 
thus deny themselves proper medical 
management. Self-medicating patients 
will not receive proper treatment for 
their disease because they will not re¬ 
ceive treatment such as physical therapy 
and orthopedic surgery. Such manage¬ 
ment by physicians may arrest further 
disease progression whereas patients who 
self-medic ate. only relieve their Joint 
pain temporarily, while allowing their 
diseased joint to progressively degener¬ 
ate. 

b. Rheumatoid arthritis. (1) Clinical 
features. —The second most common 
rheumatic disease is rheumatoid arthritis 
which affects 3 percent of the female 
population and 1 percent of the male 
population (Ref. 15). The disease occurs 
In both adults and Juveniles. Juvenile 
rheumatoid arthritis begins before the 
age of 16 and can occur as early as 6 
weeks of age. The disease is characterized 
by inflammation of the synovial Joints 
(moveable Joints which possess a cavity 
and are lined by a synovium or Joint 
lining which is a specialized connective 
tissue). Inflammation of the synovium 
results in pain, swelling, tenderness and 
may lead to limitation of the motion of 
the Joint. The cartilage of the joint may 
become eroded by the inflamed prolifer¬ 
ating synovium and this process may 
eventually lead to severe destruction of 
the joint 

The clinical features of the disease 
are described In the Primer on the Rheu¬ 
matic Diseases (Ref. 16) as follows: 

Rheumatoid arthritis Is defined clinically 
by joint involvement but this is often pre¬ 
ceded by constitutional symptoms alone, and, 
in children particularly, by “unexplained" 
high fever. In the majority of cases the onset 
is Insidious, with aching and stiffness often 
poorly localized to Joints. This followed by 
the gradual appearance of frank articular In¬ 
flammation in the form of pain, swelling, 
redness, warmth, and tenderness. Stiffness of 
the Joints, particularly noticeable on awaken¬ 
ing In the morning, is a regular and often 
prominent early complaint. 

The characteristic morning stiffness of 
patients with rheumatoid arthritis is 
very common in these patients. The 
Panel concludes that advertisements 
which promise relief from morning stiff¬ 
ness may give these consumers the belief 
that the OTC dosage of aspirin is the 
recommended therapy for their symp¬ 
toms. The Panel Is concerned that both 
the labeling and mass media advertising 
(through television and magazines). pri¬ 
marily directed toward women and the 
elderly, give the consumer the misleading 
impression that aspirin in the OTC dose 
is the therapy of choice for individuals 
with rheumatoid arthritis Consumers 
are deluged with such advertisements 
daily on a massive scale, leading to a gen¬ 
eral misconception in the minds of many 
patients with rheumatoid arthritis that 
aspirin In OTC doses is as effective for 
rheumatoid arthritis, as it is for head¬ 
aches and minor pains, and that this is a 
disease which is easily managed by an 
OTC product without medical super¬ 
vision. As will be discussed below, the 
Panel’s recommended OTC analgesic 


dosage of aspirin provides inadequate 
management for rheumatoid arthritis. 
(See part V. B.la. below—Aspirin.) 

The Arthritis Foundation in its Primer 
on the Rheumatic Diseases <Rcf. 16) 
gives the following additional description 
of the clinical features of rheumatoid 
arthritis: 

In adults joint symptoms usually originate 
In the hands and feet. Rheumatoid arthritis 
also attacks the large peripheral Joints, in¬ 
cluding the kneea. ankles, wrist*, and elbows; 
in seme cases virtually ail the peripheral 
Junctures may be involved. Including the jaw. 
the spine (Intervertebral facetal Joints), and 
even such flue structures as the cricoiryte- 
nold Joints of the larynx. 

Tenosynovitis (Inflammation of the ten¬ 
don sheath) la common, most frequently af¬ 
fecting the extensor and flexor tendon 
sheaths about the wrists. Inflammation of 
tho latter structures la often associated with 
the development of the carpal tunnel syn¬ 
drome (median neuropathy). 

Although often spotty in the initial distri¬ 
bution of affected joints, rheumatoid arth¬ 
ritis tends to be bilaterally symmetrical. A 
monoarticular onset, usually one knee. Is 
noted in some Instances; there may be a his¬ 
tory of prior trauma to the Joint. In these 
patients, particular attention must be given 
to the differentia) diagnosis, which includes 
especially infectious arthritis and gout. 

Thus, it is important for the patient 
with pain and some swelling In one knee 
to see a physician rather than to self- 
medlcate Although a delay of 10 days 
may not lead to serious consequences in 
a patient with rheumatoid arthritis, this 
patient may actually have infectious 
arthritis which needs Immediate therapy 
with antibiotics to prevent spread of the 
infection and destruction of the cartilage 
(which can occur during the recom¬ 
mended 10 days of self-medication for 
OTC Indications). Changes observable by 
x-ray can occur 3 weeks after the onset 
of infectious arthritis consisting of loss 
of cartilage and erosion of bone < Ref. 17). 
Since these changes can be seen by x-ray 
within only 3 weeks. It is quite likely that 
subtle changes occur within the first week 
of the disease. 

As has also been stated in the Primer 
on the Rheumatic Diseases (Ref. 16): 

The period from the onset of symptoms to 
the time the patient consults a physic!in Is 
highly variable. When there ore only mild 
constitutional complaints and stiffness lim¬ 
ited to the hands. It Is understandable why a 
patient may not seek medical advice: Indeed 
she may dose herself with aspirin, or the 
symptoms may disappear spontaneously 
Swelling and pain of the larger Joints, how¬ 
ever. are likely to lead to prompt medical 
attention. Evaluation by the physician In the 
early stages of the disease is important In 
order to exclude other diagnostic possibili¬ 
ties. to begin a relationship with the patient 
that will be especially helpful In management 
In the event of prolonged active disease, and 
to prescribe appropriate conservative meas¬ 
ures at the stage In which Improvement and 
even remission Is likely to occur in the ma¬ 
jority of cases. 

The Panel concurs with the above 
statement regarding the need for evalua¬ 
tion by a physician in the early stages 
of the disease. Since self-medicating pa¬ 
tients may. in some instances, experience 
relief of pain, they may tend to con- 
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tlnue to self-medicate Intermittently for 
a prolonged time at intervals for 10-day 
periods as stated in the OTC labeling. In 
the early stages of the disease, the OTC 
dosage may give relief of pain for the 
period of time <10 days) It is taken. The 
patient will be relieved of pain but will 
not be taking aspirin at the dosage re¬ 
quired for anti-inflammatory action. 
During this period of intermittent self- 
medication. the patient will not seek out 
a physician because the pain will have 
been relieved. The Panel is also aware 
that at least three-quarters of the 
patients with rheumatoid arthritis who 
have the symptoms of the disease for less 
than 1 year will improve for a time, and 
that 15 to 20 percent may show a com¬ 
plete remission (Ref. 18). 8uch remission 
would only tend to reinforce the belief 
by the consumer that aspirin and the 
salicylates arc completely effective for 
this disease. Clearly, it is the Panel’s con¬ 
clusion that the patient should be seen 
by a physician so that an adequate dos¬ 
age of aspirin or other salicylate can be 
recommended along with appropriate 
physical therapy or other measures dis¬ 
cussed above. The Panel concurs with the 
statement ’ Evaluation by the physician 
In the early stages of the disease is Im¬ 
portant" • • • <Ref. 16) and considers 
that self-medication is to be avoided even 
at the early stages of the disease. 

The patient should not sclf-medlcate 
because an adequate physical examina¬ 
tion and history of the disease should be 
made by a physician. In addition, the 
physician will perform certain laboratory 
tests at the time of the first visit in order 
to establish the severity of the disease 
and to rule out other diseases. 

The patient is clearly unable to per¬ 
form a physical examination on himself 
or herself. The physician will search for 
nodules near the elbow which are char¬ 
acteristic of rheumatoid arthritis. The 
physician will perform a thorough evalu¬ 
ation of ail joints for swelling, heat, 
synovia] thickening, deformities, and 
note the range of motion of all Joints. 
All the findings will be recorded for 
future reference, and laboratory tests 
may be needed. Mild anemia and an 
elevated erythrocyte sedimentation rate 
are often observed with active rheuma¬ 
toid arthritis. A number of tests to rule 
out systemic lupus erythematosus may be 
employed since this disease not Infre¬ 
quently has an onset similar to rheuma¬ 
toid arthritis. If fluid Is present within 
the knee or another single large Joint, 
analysis of the fluid may be done to rule 
out Infection. The physician inserts a 
needle into the knee and withdraws fluid 
which can be examined for crystals typi¬ 
cal of gouty arthritis and a culture can be 
obtained to determine whether or not the 
swollen knee is due to an infection of the 
Joint. 

Clearly, the patient with a single 
swollen knee cannot determine the cause 
of the swelling. The most common dis¬ 
eases are those discussed above. Le.. 
osteoarthritis and rheumatoid arthritis. 
These two conditions cannot be distin¬ 
guished by the patient. Since the treat¬ 
ment of the two diseases, the prognosis, 
and the management are different. It is to 


the patient's advantage to seek medical 
advice rather than to self-medicate. 
Since infectious arthritis is frequently 
present as a single swollen knee, the 
patient may be harmed by self-medi¬ 
cating for even 10 days. 

The Panel concurs with the following 
statements made In the Primer on the 
Rheumatic Diseases (Ref. 18): 

Clearly, the major concern on the part of 
the patient a* well as the physician ta not 
for a mild arthritis that lasts a few weeks 
or months and leave* no Impairment. 
Rather, the difficult problem is recurrent or 
sustained disease, in which, over the course 
of a few to many years, there is an Increas¬ 
ingly serious and permanent disturbance in 
Joint function At sites of Involvement one 
finds swollen, boggy Joints that are the re¬ 
sult of intra-articular effusion, edem't of 
periarticular structure*, and particularly the 
overgrowth of the hyperplastic synovlsl 
membrane and variable degrees of periartic¬ 
ular fibrosis 

The Joint deformities which develop in 
rheumatoid arthritis are thought to origi¬ 
nate In muscle spasm, the flexors maintain¬ 
ing Involuntary contraction with accom¬ 
panying extensor relaxation, such as occurs 
reflexly with injury of the extremity. In¬ 
flammation and subsequent fibrosis In the 
capsule, ligaments, and musculotendinous 
apparatus lead to fixed deformity. Subluxa¬ 
tion. or the slipping of one articular (Joint) 
surface past the other, is usually preceded 
by erosion of cartilage and bone and de¬ 
struction of supporting soft tissues, particu¬ 
larly ligaments and Joint capsule. Among 
the most characteristic deformities in the 
hand are an ulnar drift or deviation of the 
Angers, subluxation (dislocation) of the 
metacarpophalangeal Joints, and enlarge¬ 
ment of the proximal interphaiangeal joint* 
More disabling is the 'boutonniere" deform¬ 
ity In which the flexed proximal Interpha¬ 
iangeal Joint Is forced through the extensor 
hood like a button through the buttonhole 

Any diarthrodial Joint (moveable Joint) 
may be affected In rheumatoid arthritis. 
Rheumatoid (and other) effusions of the 
knee msy be complicated by the develop¬ 
ment of large popliteal cysts. (Bakers cyst) 
that often extend Into the calf. . . . Sertous. 
indeed life-threatening, complications may 
occur from Involvement of the atlanto-axial 
(one of the neck) Joints leading to subluxa¬ 
tion and spinal cord compression wUh sen¬ 
sory and/or pyramidal tract signs and dis¬ 
ease of the cricoarytenoid Joint of the larynx, 
which, when fixed with the vocal cords ab¬ 
ducted, can cause laryngeal obstruction. 

The joints most frequently Involved 
are those at the fingers, knees, wrists, 
feet, ankles, shoulders, elbows and hips 
although any Joint may be affected. The 
course and prognosis depend on several 
factors. Laboratory tests are often re¬ 
quired. 

The Primer on the Rheumatic Dis¬ 
eases also makes the following observa¬ 
tions (Ref. 19): 

The combination of typical Joint deformi¬ 
ties. subcutaneous nodules, and high titers 
of rheumatoid factor Is diagnostic of rheu¬ 
matoid arthritis and constitutes classic dis¬ 
ease After observing a patient with active 
rheumatoid arthritis for several months, the 
physician (can) evaluate the prognosis and 
discuss this cautiously yet realistically with 
the patient ... A poor prognosis. In respect 
to Joint function Includes persistent disease 
of more than one year*s duration, age below 
30 when the patient le first seen by s phy¬ 
sician. sustained disease, and the presence of 


subcutaneous nodules and high titers of 
rheumatoid factor. 

With regard to the long-term outlook 
for patients followed for periods of many 
years, based on the course of cases sect: 
in various arthritis clinics, the Primer on 
the Rheumatic Diseases notes that about 
50 percent of the patients are in th> 
"stationary" or "improved" categoric, 
after 10 years (Ref. 19). 

It also goes to note that: 

Without an improvement by this tlm 
there Is little likelihood that one will oc¬ 
cur. and thereafter more patients begin *o 
appear In the "worse” category. NtwtheleM. 
It should be noted that In observations ex¬ 
tending for 10 to 15 years. 50 percent to ?o 
percent of the patients remained capable 
full-time employment and that after 15 to 
20 years those completely incapacitated con¬ 
stituted only about 10 percent of the group 

(2) Treatment. In planning a treat¬ 
ment program for the patient with rheu¬ 
matoid arthritis the Primer on the Rheu¬ 
matic Diseases states that the physicun 
should be guided by the following fac¬ 
tors (Ref. 20): 

<I) the status of joint function, partlcv- 
larly range of motion, with respect to the 
apparent duration of the disease; (2) de¬ 
gree of disease activity, from slight, with 
mild complaints confined to a few Joints, to 
most severe, with extra-articular manifesta¬ 
tions, especially vasculitis; (3) the sge. *x. 
occupation, and famUy responsibilities of 
the patient, and her or his response to the 
dliease; |4> the results of previous treatment 
Assessment of these variables guide the phy¬ 
sician In deciding on the most approprta'* 
course of action, in being conservative or 
more vigorous, and In considering the advisa¬ 
bility of surgical intervention. In Judgm* 
the stage of disease and the degree of thr 
patient's disability tn estimating and re¬ 
porting response to treatment. It Is helpful 
to utilize criteria for the classification of 
progression of rheumatio arthritis and of 
functional capacity developed for these i m - 
poses by a committee of the American Rheu¬ 
matism Association. 


(See part V. paragraph A. 2. above— 
Classification of rheumatic diseases 
The Panel believes that conservative 
measures should be used at the outset of 
treatment and continued as long as in¬ 
dicated. In addition, the Panel concurs 
with the following statement made in the 
Primer on the Rheumatic Diseases (Ref. 
19): 


When discussing the nature of the di£«*s^« 
with the patient who has had arthritis of a 
few weeks to months* duration the pru-«nt 
physician avoids promises of quick relief <* 
cures, and usually refrains from prescribing 
any antiarthritis medication except asplrtn 
This Is a strong opinion, and clearly f - per¬ 
sonal one, but appears to be the pwntijl 
view of those experienced physician* 
have treated patients with this disorder .nr 
many years. There Is no cure for rheum nr • 
arthritis, there Is no certain way to sttw 
the disease or produce a remlavlon. and tn*ve 
Is no evidence that the more potent drug 
can relieve symptoms fully and refUiany 
On the other hand, there Is ample evidence 
that If such agent* temporarily ameliorate 
Joint cornu lain ts. severe rebound aflat*** 
rnstlon may occur when they are wltbd - 


The Panel has heard expert testimony 
physicians brought to the i 

e drug industry (Ref. 20). It was sta 
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by Industry spokesmen that arthritic pa¬ 
tients will be better ofT self-medicating 
than going to a physician because the 
physician will treat them with corticos- 
; folds. However, the Panel concurs with 
the statement in the Primer on the Rheu - 
atlc Diseases, prepared by leading 
rheumatologists of the American Rheu- 
r.vUlc Association, that "the prudent 
physician avoids promises of quick relief 
or urea, and usually refrains from pre- 
jblng any antiarthritis medication ex¬ 
it aspirin” (Ref. 18). The use of cotti¬ 
er. teroids in the treatment of rheumatic 
;'i Mases is limited to specific indications. 
The hazards of the indiscriminate use of 
<s n-osteroids In the treatment of arth¬ 
ritis has been well documented over the 
i ost 15 years. 

Proper therapy Includes the use of as¬ 
pirin in adequate doses to control the In- 
lUmmatlon of the synovial membrane. 
As noted in the Primer on the Rheumatic 
Disease ‘Ref. 2D. “Aspirin is the main¬ 
stay of therapy.” In addition, the Panel 
concurs with the following statement 
(Ref. 21): 

Art alts should take a total of at least 3 6 
gm < r aspirin per day. in divided doses after 
each meal and before bedtime, often 4.8 
gm per day or more will be tolerated without 
gastrointestinal symptoms, loss of auditory 
arutty. or tinnitus With active disease as¬ 
pirin should be taken on a regular dally basts 
rather than at will. There Is considerable var¬ 
iation from person to person in the plasma 
tere! of salicylate produced by a constant 
quantity of aspirin so that It Is misleading 
to think in terms of a “standard * dose. If 
neej be. each patient should be given In¬ 
creasing amounts of asplrtn to tolerance 
(tinnitus). In general, younger Individuals 
show ci much higher tolerance to the side 
effects of aspirin than do the elderly. 

In order to achieve anti-inflammatory 
efficacy, a higher daily dose and a much 
more prolonged administration is re¬ 
quired than that which is required for 
analgesic efficacy. Since the dose and 
duration of therapy should be regulated 
by a physician, and in addition, because 
the dose is higher and the duration of 
medication is longer than that for anal¬ 
gesic use, the side effects are more signl- 
cant. However, it should be noted that 
one side effect of overdosage, tinnitius 
‘ringing of the ears), is used by physi¬ 
cians in tiie management of patients with 
rheumatoid arthritis in order to provide 
the patient with the necessary anti-in¬ 
flammatory levels of salicylate. This 
unique safety feature of salicylates, par¬ 
ticularly aspirto. was discussed in more 
detail above. (See part III. paragraph 
Bla < 2 . above—Safety.) 

Clearly, OTC dosages of 12 tablets 
daily are rarely capable of achieving 
*?■ inflammatory levels of salicylates. 
Thus it is unwise for patients to self- 
rood irate with aspirin for rheumatoid 
*rthntl» since not all individuals will 
achieve adequate anti-inflammatory 
loveb of serum salicylate when following 
wo OTC dosages. Since the majority of 
ftach individuals will achieve analgesic 
JJ*** 5 ' their pain will be relieved but at 
, fiamc time the inflammation in their 
wmb. win not be suppressed. The Panel 
includes that intermittent self-medica- 
uon for intermittent periods of 10 days. 


over the course of a few months using 
different OTC preparations (especially 
trying out those labeled with the word 
“Arthritis”) will result in continued 
disease activity. The Panel emphasizes 
that this may lead to destruction of the 
cartilage by the inflamed synovium 
which could have been suppressed if the 
patient had received earlier medical 
therapy by a physician, as described 
above, including adequate individualized 
amounts of aspirin. 

In addition to using aspirin, the physi¬ 
cian has additional measures that the 
patients will follow Clearly, these will 
not be followed if the patient is self- 
medicating. For example, periods of rest 
during the day arc helpful. Complete 
inactivity should be avoided, however, 
unless severe disease exists with markedly 
painful swollen Joints. Lightweight 
-phnts or shells mav be used The major¬ 
ity of patients will respond with improve¬ 
ment to these conservative measures. In 
the case of those patients who continue 
to have persistent comolaints, the physi¬ 
cian mav recommend drugs, such as 
chloramine or hydroxychloroquine. Gold 
salts may be recommended. 

The Primer on the Rheumatic Diseases 
«Ref. 21) nctes that: 

At all stages of the disease • • • physical 
measures must be considered in the compre¬ 
hensive program of management. Local ap¬ 
plication of heat by means of moist com¬ 
presses or infrared Irradiation, followed by 
directed exercises. Is often helpful tn relieving 
Jotnt pain and muscle spasm These exercises 
are designed to preserve the range of motion 
of lotnts and to strengthen muscles 

The cooperative efforts of professional per¬ 
sonnel trained In rheumatology, orthopedic 
surgery, and rehabUltation medicine have 
proven to be of great value In providing a 
truly comprehensive at\d maximally effective 
approach to the care of the patient with 
rheumatoid arthritis. Many other health care 
specialists, including physiotherapists, occu¬ 
pational therapists, and social service work¬ 
ers, play an Important role. Joint inflamma¬ 
tion may persist with incapacitating symp¬ 
toms despite careful application of the 
measures described above. When this occurs, 
hospitalization may be warranted so that 
therapy can be continued with maximum 
Intensity 

At this stage in the disease, some phy¬ 
sicians will use corticosteroids at a low 
dose in addition to aspirin. Immunosup¬ 
pressive therapy is reserved for patients 
with progressive deformities, disease ac¬ 
tivity and incapacity. Various surgical 
procedures have also been used for cor¬ 
recting or compensating for Joint 
damage. 

It is clear that the management of pa¬ 
tients with rheumatoid arthritis is a 
complicated themueutic situation which 
must include the family physician or in¬ 
ternist. These physicians may request 
consultation in the complicated patient 
with a rheumatologist and/or orthopedic 
surgeon. This is clearly not a disease 
which can be controlled by self-medi¬ 
cation. 

(3) Summary and conclusions. Rheu¬ 
matoid arthritis is a chronic disease, in 
which inflammation of the moveable 
Joints is frequently combined with a va¬ 
riety of manifestations (Ref. 22> As an 
inflammatory disease which is accompa¬ 


nied by pain, the use of aspirin or other 
salicylates at very high dosage levels as 
analgesics and as anti-inflammatory 
agents is the mainstay of therapy. The 
treatment of rheumatoid arthritis re¬ 
quires the administration of aspirin or 
other salicylates on a regular daily basis 
at high dosage levels that will achieve 
an anti-inflammatory therapeutic effect. 
Such daily dosages are higher and re¬ 
quire more prolonged use than is needed 
for analgesic effectiveness. Individuals 
with inflamed joints who self-medicate 
with aspirin or other salicylates to re¬ 
lieve the pain without consulting a phy¬ 
sician will probably self-administer OTC 
daily dosages which will achieve anal¬ 
gesia but will not produce an anti¬ 
inflammatory effect. Such individuals 
will suffer continuous deterioration of 
their inflamed Jotnt condition unless 
they consult a physician for proper di¬ 
agnosis and treatment The daily dosage 
of aspirin or other salicylates needed to 
reach an anti-inflammatory effect may 
vary' between patients but is frequently 
far above the OTC analgesic dosage level 
Only a physician can individualize the 
salicylate dosages needed for anti¬ 
inflammatory effectiveness 

c. Gout. (1> Clinical features. Another 
common condition is a rheumatic dis¬ 
ease associated with a biochemical ab¬ 
normality. i.e., gouty arthritis. Acute 
gouty arthritis is more prevalent among 
males (Ref. 23). 

The Primer on the Rheumatic Dis¬ 
eases (Ref. 24) has described gout and 
its clinical features as follows: 

Oout 1* a disease of ancient lineage which 
is characterized by recurrent episodes of vio¬ 
lent arthritis associated with the presence of 
monosod I um urate monohydrate crystals In 
the synovial fluid (fluid In the jotnt space), 
and in many cases, the eventual appearance 
of gross uratic deposits called tophi (depos¬ 
its of uric acid crystals) In and about the 
joints, tn the kidneys and In certain subcu¬ 
taneous sites. Gouty arthritis a complication 
of prolonged hyperuricemia (high blood uric 
acid levels), the origin of which has been 
found to be markedly diverse. Hyperurice¬ 
mia is the result of a heritable error or me¬ 
tabolism leading to overproduction and/or 
retention of uric add due to abnormalities 
In purine biosynthesis and/or renal excre¬ 
tion of uric acid. Acute gout is a type of ar¬ 
thritis in which the onset of Joint inflamma¬ 
tion is very rapid, and. typically, maximal 
pain and swelling are reached in several 
hours. The affected Jotnt tends to be exquis¬ 
itely painful and tender, and there is gen¬ 
erally considerable periarticular swelling and 
erythemla. This feature together with the 
low-grade fever and leukocytosis which 
often accompany the attack frequently give 
rise to the mistaken impression of cellulitis 
or thrombophlebitis 

In the United States uric acid stones 
(calculi) represent about 10 percent of all 
urinary calculi Such stones occur in ap¬ 
proximately 15 to 20 percent of all patients 
with gout. Patients with gout have a higher 
frequency of arterial hypertension (high 
blood pressure) end kidney malfunction than 
do nongouty individuals and are often found 
to have nephrosclerosis. Pyelonephritis as¬ 
sociated with urate deposits In the medulla 
of the kidney and obstruction by stone may 
contribute to the renal disease. 

Since the patient with joint inflamma¬ 
tion due to gout cannot self-diagnose 
and self-medicate, the diagnosis and 
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treatment of gouty arthritis must clearly 
be carried out by a physician. 

<2> Treatment. Treatment of this 
form of arthritis Is based firstly on an 
accurate diagnosis. Once the physician 
has made the diagnosis, treatment is 
aimed at 1) immediate control of the 
acute Joint inflammation and 2> preven¬ 
tion of future attacks and the long term 
reduction In hyperuricemia so as to pre¬ 
vent formation of uratlc deposits and 
promote resolution of those tophi al¬ 
ready present (Refs. 24 and 25). With 
the medications currently available it 
Is possible to achieve both of these ob¬ 
jectives and to attain normal levels of 
uric acid tn the blood to the vast ma* 
JdHty of gouty subjects. The mainte¬ 
nance of normal serum uric acid levels 
and prevention of tophaceous gout re¬ 
quire long treatment which Is seldom 
successful unless the patient is well in¬ 
formed concerning the nature of this 
disease <Ref. 24). 

Several drugs are used to treat gout, 
some of which lower the amount of uric 
acid in the blood. Dietary management 
is also important In helping to reduce 
the body burden of uric acid. Especially 
to be avoided are foods high In purines. 
Surgery has been used in the manage¬ 
ment of gout. Surgical excision is indi¬ 
cated for large bulky tophi, particularly 
so. if there is external drainage. Infec¬ 
tion or interference with joint function. 
Orthopedic surgery and other proce¬ 
dures may be helpful in selected cases of 
severe or crippling gouty arthritis. 

The objectives of treatment cannot 
be met by the use of any of the OTC 
analgesics. Aspirin given in amounts of 
3 g or more daily exerts a uricosuric 
effect (Increased amount of uric acid 
excretion into the urine). The Primer on 
the Rheumatic Diseases notes that 
"Since uricosuric therapy must be con¬ 
tinued indefinitely, however, and since 
the frequency of toxic reaction to the 
large doses of aspirin required for effec¬ 
tive uricosurla Is high, there is little In¬ 
dication today for the use of aspirin to 
control serum urate levels’* <Rcf. 24). 
Probenecid and sulfinpyrazone are pre¬ 
scribed for many patients with gout It 
should also be made clear that smaller 
quantities of aspirin counteract the uri¬ 
cosuric effects of the agents sulfinpyra¬ 
zone and probenecid and, hence, should 
be avoided by patients taking these drugs 
(Ref. 24). In addition, small doses of 
aspirin may lead to the inhibition of uric 
acid excretion resulting in elevation of 
serum urate levels which may bring on 
an attack of gout (Ref. 24). 

The drugs that will effectively control 
acute gouty arthritis are prescription 
drugs. They can only be obtained with a 
physician’s prescription. It is therefore 
imperative that individuals with Joint 
inflammation that may be due to gout 
consult a physician for diagnosis and 
treatment. 

(3) Summary and conclusions. If the 
patient self-medicates with OTC anal¬ 
gesics for painful acute attacks, which 
would subside within a few dnvs without 
any treatment at all. he will not have 
seen a phvslclan and therefore no diag¬ 
nosis will have been made. With Increas¬ 


ing numbers of attacks over the years, 
serious complications will arise unless 
proper medical management is received 
which is directed at lowering the serum 
uric acid levels. Prior to the advent of the 
uricosuric agents. 50 to 60 percent of pa¬ 
tients with gouty arthritis developed vis¬ 
ible tophi and permanent joint damage 
(Refs. 24 and 26). The development of 
tophi is correlated with the height of the 
serum uric acid concentration. These 
patients, in addition to developing se¬ 
vere joint destruction, may also develop 
renal disease due to the deposition of 
urate in the kidney. Renal failure is the 
eventual cause of death In from 22 to 25 
percent of chronic gouty subjects who 
have not received proper medical man¬ 
agement to reduce their uric acid levels 
(Refs. 27 and 28). 

The Panel concludes that self-medica- 
ticn with OTC analgesics, such as as¬ 
pirin, by individuals with Joint inflam¬ 
mation that may be due to gouty arth¬ 
ritis. to alleviate pain without consult¬ 
ing a physician Is hazardous. It delays 
proper diagnosis and treatment which 
may lead to serious complications. 

d. Arthritis associated with known in¬ 
fectious agents. Arthritis may be asso¬ 
ciated with a known infectious agent. 
The following bacterial agents may pro¬ 
duce arthritis: Gonococcus (gonnorhea). 
meningococcus, pneumococcus. Strepto¬ 
coccus, Staphylococcus, Salmonella. Bru¬ 
cella . Streptobacillus moniliformis , My¬ 
cobacterium tuberculosis. Treponema 
pallidum < syphilis), Treponema perte- 
nue (yaws) and others. Rickettsial 
agents may also produce arthritis. Vi¬ 
ruses such as rubella, mumps, viral hepa¬ 
titis agent and others may cause arth¬ 
ritis. Occasionally, arthritis due to 
fungal and parasitic agents may occur 
(Ref. 29>. Bacterial arthritis is caused 
by the invasion of the synovial mem¬ 
brane by living microorganisms. Infec¬ 
tious arthritis may present minimal 
signs of inflammation and need not be 
confined to a single Joint. Between 75 
and 85 percent of gonococcal infections 
involve two or more Joints (Refs. 30 »r»H 
31». 

Bacterial arthritis may cause pain in 
the Joint which is perceived by the indi¬ 
vidual as "pain of arthritis." The indi¬ 
vidual who self-medicates for this "pain 
of arthritis" with aspirin may delay 
proper specific antibiotic therapy which 
would stop the arthritis and control 
spread of the infection to other parts of 
the body. For example, gonococcal ar¬ 
thritis may occur in a patient with gon¬ 
orrhea and is a frequently occurring 
cause of infectious arthritis. The Center 
for Disease Control states that the total 
number of cases of gonorrhea reported 
to health departments in 1975 was 938.- 
778. an increase of 7.4 percent over the 
number reported in 1974. When under¬ 
reporting and underdiagnosis of esses 
arc taken into consideration, the true in¬ 
cidence of gonorrhea Is estimated at 2.6 
million cases annually. From 1964 to 
1973, gonorrhea cases increased 179 per¬ 
cent. (Ref. 31). Holmes reported that 
approximately 1 to 3 percent of gonor¬ 
rhea patients develop arthritis (Ref. 32>. 


The Panel therefore estimates the inci¬ 
dence of gonococcal arthritis In 1975 to 
be from 25,000 to 75,000. Since the inci¬ 
dence of gonorrhea is steadily increasing 
the incidence of gonococcal arthritis can 
also be expected to increase. This type of 
infectious arthritis occurs most fre¬ 
quently In young, otherwise healthy indi¬ 
viduals who may have no other symp¬ 
toms of gonococcal Infection. In most 
women with gonococcal arthritis, no 
symptom other than joint pain may r 
noted by the patient even though the 
genital tract is infected. 

Any delay in the diagnosis and treat¬ 
ment of these patients leads to continu* d 
venereal spread of gonorrhea to other 
individuals. Gonococcal arthritis is usu¬ 
ally but not always accompanied by a 
fever which is moderate in the majority 
of patients. Shaking chills rarely occur 
Many patients experience migratory 
aches In a number of Joints with variable 
signs of articular inflammation. In other 
patients, the Joints first Involved may 
clear completely as new Joints arc af¬ 
fected until the arthritis becomes par¬ 
ticularly severe in one or more Joint* 
I^arge joints are most frequently in¬ 
volved. Females accounted for 76.7 per¬ 
cent of patients in a series reported from 
Ben Taub Oencral Hospital. (Ref. 33). 

It is obvious that patients with gono- 
cocca* arthritis should not be encouraged 
to self-medicate with aspirin since they 
will rupress pain and may also suppress 
signs of arthritis. This may lead to their 
not seeking care from a physician and 
therefore may lead to spread of tbe 
venereal disease to others during the pe¬ 
riod of self-medication, increased risk of 
gonococcemia due to self-medication, 
and the possibility of significant restric¬ 
tion of joint function due to permanent 
damage to the Joint because of delay in 
diagnosis and therapy. Sharp describes 
two patients who had permanent damage 
to infected wrists due to delay in treat¬ 
ment for 18 and 28 days (Ref. 34>. He 
states "• • • diagnostic studies should 
be completed with haste and treatment 
started as soon as appropriate cultures 
have been obtained to minimize the risk 
of residual articular damage." Although 
no severe Joint damage may occur in pa¬ 
tients with gonococcal arthritis who self- 
medicatc with asolrln for less than 10 
days, such individuals are clearly not re¬ 
ceiving adequate treatment. Some loss o t 
Joint (cartilage) space and lytic changes 
in bone may be noted within 1 to 2 weeks 
after onset of infection. It is important 
that "effective treatment of septic arth¬ 
ritis requires early recognition, prompt 
arthro~entests and the administration of 
an antibiotic chosen on the basis of sen¬ 
sitivity tests on the infection organwn. 
Treatment should be initiated as soon as 
adequate cultures are obtained and al¬ 
tered as required after the antibiotic 
sensitivities are available" (Ref. 35' 

e. Other diseases —(1) Rheumatic 
fever. Rheumatic fever is a serious ill¬ 
ness manifested by arthritis, and involves 
the heart tn from one-third to one-halj 
of the patients. Involvement of the heari 
particularly during the acute phase « 
the disease may occasionally have fsi* 1 
consequences. Rheumatic fever is an in- 
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tUmmatory disease which occurs as a 
sequel to infection with group A strepto¬ 
cocci 'Ref. 36). Salicylates are of con¬ 
siderable value In controlling the toxic 
manifestations, In contributing to the 
comfort of the patients, and in combat¬ 
ing anemia and other constitutional 
symptom* (Refs. 37 and 38). Salicylates, 
u'ually aspirin, arc given In an initial 
daily dose of approximately 0.1 g/lcg of 
body weight ranging from 3 g in children 
to 6 to 8 g in adults, trying to achieve a 
plasma salicylate level of 25 to 30 mg/100 
ml. Compared to an OTC analgesic dos¬ 
age limit of 4g/24 hours for aspirin). The 
symptoms of rheumatic fever typically 
appear as an acute polyarthritis 'swell¬ 
ing and pain of the joints) which may 
subside in one Joint after a few days 
only to appear in another Joint (migra¬ 
tory polyarthritis). Fever is a frequent 
accompanying feature of the disease. It 
ti> entirely possible that where fever is 
not present or is of low grade, an indi¬ 
vidual who has unknowingly contracted 
rheumatic fever may treat the arthritic 
symptoms with OTC antirheumatic 
products. The illusion of having success¬ 
fully treated the problem is reinforced 
when the symptoms disappear. When 
the iirthriUc symptoms reappear in an¬ 
other joint (migratory polyarthritis), 
aspirin or other salicylates are. again, 
ingested by the consumer. During this 
period the disease progresses to include 
the serious and. perhaps, permanent 
heart manifestations described above. It 
is dear that patients with this type of 
arthritis should be under prompt physi¬ 
cian's care and should not self-medicate 
with aspirin even for 10 days. 

(2) “Connective tissue“ disorders. 
Another group of rheumatic diseases is 
the ’ connective tissue** disorders which 
(u*e acquired rather than congenital dis¬ 
eases. These disorders include systemic 
lupu erythematosus, progressive system¬ 
ic sclerosis, polymyositis, necrotizing ar¬ 
teritis and other forms of vasculitis, and 
are serious disorders which may be life- 
threatening. These patients must be un¬ 
der the care of the physician and should 
not self-medicate. 8ince arthritis or 
muscle pain is a feature of all of these 
diseases, it is important that the disease 
be diagnosed by a physician, and such 
patients should not self-medicate for 
their •'arthritis'* since this will prolong 
Uie period before they eventually seek a 
Physician’s aid and are diagnosed and 
treated. This is particularly important 
since some of these patients may have 
icvere kidney disease that is usually 
asymptomatic. Urine and blood chemis¬ 
try studies are essential for diagnosis 
and subsequent assessment of the pa¬ 
rent’s .status and response to treatment. 

( 3> Miscellaneous diseases . Other dis- 
***** with which arthritis may be a&so- 
Wed include sarcoidosis, relapsing 
Polychondritis, ulcerative colitis, and re¬ 
gional enteritis. 

Norj<rticuiar rheumatism involves 
structures around joints and includes 
such conditions as fibrosltis. low back 
syndromes, myositis, tendonitis and 
2*** These more common conditions 
vnich may be acutely painful, however, 
must be distinguished by a physician 


from other more serious and life-threat¬ 
ening conditions as described above. For 
example, gonococcal arthritis may be as¬ 
sociated with tendonitis due to infection 
with gonococci. Myositis may occur in 
systemic lupus erythematosus and poly¬ 
myositis and gout may Involve bursa 
leading to acute bursitis. 

A variety of miscellaneous disorders 
also involve joints and should also not be 
treated by self-medication. These Include 
villonodular synovitis, Behcet’s Syn¬ 
drome, erythema nodosum, avascular ne¬ 
crosis of the bone and others. 

Serious traumatic and neurogenic dis¬ 
orders involving Joints should also be 
treated under the care of a physician. 
Diseases other than gout with known or 
strongly suspected biochemical or endo¬ 
crine abnormalities in which Joint dis¬ 
ease occurs include hemophilia, sickle 
cell anemia, hyperparathyroidism, acro¬ 
megaly. hypothroidism. scurvy and other 
disorders. Clearly, self-medication with 
analgesics may lead to a delay or lack of 
proper diagnosis and therapy in these 
serious and. in many cases, curable, dis¬ 
orders. Neoplasms (cancers) involving 
the Joints include leukemia and multiple 
myeloma as well as primary neoplasm of 
the synovium (synovioma*, and self- 
medication is clearly to be discouraged in 
these patients. Indeed, self-medication 
may lead to delay in diagnosis. 

5. Economic and social impact of rheu¬ 
matic diseases in the U.S . The rheumatic 
diseases cause a large segment of chronic 
disability in the U.S., and in fact, all over 
the world. In this country alone, the 
three most common of these diseases, 
i.e., rheumatoid arthritis, osteoarthritis 
and gout afflict over 18 million individ¬ 
uals. When all rheumatic diseases are 
considered, it is evident that these dis¬ 
eases afflict well over 10 percent of the 
UB. population. Hence, over 20 million 
Americans suffer from discernible symp¬ 
toms of some form of rheumatic disease. 

Of even greater importance to the 
Panel is a statement In a 1973 advisory 
committee report (Ref. 39* to the Ar¬ 
thritis Foundation where it was con¬ 
cluded that most individuals with rheu¬ 
matic diseases are not receiving medical 
care. They stated: 

Of the more than 20 million individuals 
mulcted with rheumatic diseases, well over 12 
million are not receiving medics! care, even 
though many or these experience some degree 
of dlsabUlty. 

Since early accurate qgedlcal diagnosis and 
appropriate treatment can often prevent or 
delay the appearance of advanced symptoms, 
the potential for unnecessary suffering among 
those not under treatment la considerable. 

Further, more than 12 million victims 
of rheumatic diseases are under age 65 
and more than 3 million are under age 
45. In 1969, these diseases caused victims 
to spend a total of more than 70 million 
days in bed. Among normally employed 
Individuals, more than 14 million days 
were lost from work due to rheumatic 
diseases. The number of days lost from 
work does not include the many lost by 
those who are so disabled that they are 
no longer employed, nor does it include 
the days lost by housewives and students 
• Ref. 38). 


In a survey described by Hollander 
• Ref. 3), conducted during 1957 to 1959. 
30,000 persons were found to be unable 
to work because of arthritis for a mini¬ 
mum of 6 months. These individuals be¬ 
came eligible for Social Security benefits. 
Of these. 78 percent were over 50 years 
of age. and 20 percent were women. Os¬ 
teoarthritis was present in 56 percent 
and rheumatoid arthritis in 27 percent. 

Rheumatoid arthritis seldom causes 
death directly, but is still the greatest 
cause of crippling deformity from dis¬ 
ease. These patients form a great propor¬ 
tion of the population attending arthri¬ 
tis clinics because of the long duration 
and severity of the process. 

The Panel believes that early diagno¬ 
sis and treatment in many cases can pre¬ 
vent or delay the most serious and crip¬ 
pling symptoms of arthritis which so 
seriously detract from the UB. labor 
force as well as causing a great deal of 
suffering among these same people and 
their families. 

6. Hazards of self .-diagnosis and self- 
medication. The Panel concludes that It 
is absolutely essential that the individual 
seek proper medical attention when 
symptoms of arthritis are present. Ab¬ 
normal fatigue, muscular stiffness, pain¬ 
ful swelling of Joints or loss of Joint mo¬ 
tion are ail common first signs of rheu¬ 
matoid arthritis. The self-medication of 
these symptoms with aspirin, as pro¬ 
moted through OTC drug labeling or 
suggested through advertising, may lead 
to relief of pain. However, cessation of 
self-medication will cause the patient to 
note return of pain which will Inevitably 
result in self-medication again with as¬ 
pirin. The Panel is concerned that re¬ 
peated "successful" self-medication may 
keep the patient from going to a physi¬ 
cian and obtaining the correct diagnosis 
and therapy; the result being progres¬ 
sion of the disease with possible perma¬ 
nent crippling. Futhermore, where in¬ 
fectious diseases manifest themselves as 
arthritis, these may also, in the early 
stages, be “successfully" self-treated 
only to result in very serious or life- 
threatening episodes. It is essential for 
the control of the disease and to prevent 
disability that the individual seek proper 
medical advice as early as possible. 

Because symptomatic self-medication 
for arthritis of undetermined and un¬ 
diagnosed etiology may lead in some in¬ 
stances to some relief of pain and yet 
allow the disease to progress, the Panel 
recommends that aspirin and aspirin- 
containing agents not be labeled for the 
treatment of “arthritis.’’ The use of as¬ 
pirin and aspirin-containing products as 
antirheumattc agents (anti-inflamma¬ 
tory agents) should be under the super¬ 
vision of a physician because only a 
physician can properly diagnose the 
cause of the arthritis and prescribe the 
therapy suitable for the specific disease 
causing the arthritis in the individual 
patient. It should be noted that the prin¬ 
cipal therapeutic purpose for the use of 
aspirin In some rheumatic diseases is as 
an anti-inflammatory agent and not as 
an analgesic. As an anti-inflammatory 
agent, the dosage of aspirin is higher 
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and the duration of treatment Is longer 
than when aspirin Is used as an OTC an¬ 
algesic for the relief of pain. 

The Panel concurs with a leaflet pub¬ 
lished by the Arthritis Foundation < Ref. 
2 ), where it is emphasized that aspirin is 
the best single drug for treatment of ar¬ 
thritis but points out that its use is wide¬ 
ly misunderstood. In addition, it Is the 
conclusion of the Arthritis Foundation 
that It is a misused drug. It is stated. 
“There is a special way to take aspirin 
for arthritis. It is not the way you take It 
for a headache or the common cold/* 

The Arthritis Foundation has pub¬ 
lished in the leaflet <Ref. 2> five impor¬ 
tant “Do’s and Don'ts” pertaining to the 
treatment of arthritis. The Panel fully 
concurs with these recommendations 
which are as follows: 

1. DO nee a qualified physician for diagno¬ 
sis and treatment of arthritis. Proper treat¬ 
ment can control the disease and prevent 
crippling. 

2. DO take aspirin. If the doctor prescribes 
it. strictly according to the 'aspirin program' 
he give* you. 

3. DONT change your aspirin dosage sched¬ 
ule without first asking your physician 

4. DONT try to diagnose your own arthritis 
problem or pick your own remedies from 
non-prescription medicines available at the 
local drugstore. 

5. DONT be lured by aspirin advertising 
into self-treatment and dosing yourself on a 
homemade schedule. Even though arthritis 
may begin with 'minor aches and pains.' it is 
no disease to fool around with. DO get quali¬ 
fied medical advice and get it early 

The Panel has recommended that ail 
OTC analgesic-antipyretlc-antirhcumat- 
ic products be labeled with the warning. 
“Do not take this product for more than 
10 days. If symptoms persist, or new ones 
occur, consult your physician”. The Panel 
concludes that even if temporary self- 
medication is limited to 10 days, pain 
may be relieved, but will recur and the 
disease may progress if not properly di¬ 
agnosed by a physician. 

7. Labeling of antirhcumatic products. 
In his chapter on “Salicylate Therapy for 
Rheumatiod Arthritis” in "Arthritis and 
Allied Conditions ”, Dr. T. B. Bayles states 
“All patients with active rheumatoid ar¬ 
thritis. mild to severe, should receive sa¬ 
licylates regularly in the largest tolerated 
dosage excluding only those with proven 
adverse gastrointestinal symptoms or 
bleeding, peptic ulcer, or allergic mani¬ 
festation due to salicylates” (Ref. 33». 

Suggested labeling doses for self-medi¬ 
cation provide only analgesic effect and 
deprive the patient of the benefit of a 
physician's care as discussed above. Per¬ 
manent disability may occur if self-med¬ 
ication occurs intermittently or over pro¬ 
longed periods of time for certain types 
of arthritis. 

In a brochure distributed by the Ar¬ 
thritis Foundation for patients with ar¬ 
thritis < Ref. 2). the following is stated: 

Many ada make Arthritis sound like nothing 
much more than a disease of 'minor aches 
and pains". The truth Is arthritis con he a 
serious dlaeiae. The pain enn be excruciating 
and results can be severe crippling unless the 
victim starts full and proper medical treat¬ 
ment In the early stages. How often do as¬ 
pirin advertisements tell you this? And how 


often do aspirin Advertisements tell you that 
your dosage schedule should be prescribed by 
a doctor? Don't let advertising lead you to 
self-diagnosis and self-treatment for arthri¬ 
tis. There is more to controlling arthritis 
than getting wonderful "relief". Arthritis 
Isn't a disease to fool around with. While you 
are dosing yourself from the medicine cabi¬ 
net and staying aWay from the doctor. Irre¬ 
versible damage may be taking place In your 
arthritic joints. 

In another more recent position by the 
Arthritis Foundation (Ref. 40). the fol¬ 
lowing is stated: 

Aspirin Is frequently the drug of choice in 
treat lug the more serious form* or arthritis, 
but It should be prescribed by a physician In 
appropriate dosage for each Individual pa¬ 
tient, who should be closely monitored for 
ride effects. Furthermore, people who have 
"minor aches and pains" a re usually not 
qua lAed to decide whether these symptoms 
are Just that and no more, or whether they 
may herald a serious form of arthritis re¬ 
quiring medical diagnosis and treatment. 

Therefore, tho Arthritis Foundation con¬ 
siders advertising for aspirin products which 
encourage arthritis suflerers to self-diagnose 
and self-medicate as a disservice to them. In 
some cases, self-diagnosis and self-medica¬ 
tion may lead to delay in seeking medical 
attention until after preventable joint dam¬ 
age has taken place. 

The Arthritis Foundation also opposes use 
of the word "arthritis'' In aspirin brand 
names, because of Its potential for abuse. 
It should not be permitted. 

Arthritis suffers would be best served If 
the word "arthritis" were banned from as¬ 
pirin product labeling and advertising, leav¬ 
ing the medication decisions to physicians. 

The Panel strongly concurs with this 
statement and concludes that there 
should be no OTC labeling for antirheu¬ 
matic indications or use of the term in 
product names. Therefore, the ingredi¬ 
ents reviewed for such use have ail been 
classified by the Panel as Category' n for 
any’ OTC antirheumatic labeling claims. 

The Panel recognizes that the Food 
and Drug Administration docs not regu¬ 
late the advertising of OTC drug prod¬ 
ucts. However, it is the Panel's conclu¬ 
sion that labeling and advertisements 
be closely monitored by the proper au¬ 
thority to see that advertisements do not 
go beyond the limitations of the mono¬ 
graph and/or negate the restrictions and 
warnings recommended by this Panel. 

8 . Conclusions. The Panel is concerned 
with the continuous promotion of OTC 
drug products for use in the self-treat¬ 
ment of rheumatic diseases. The labeling 
and advertisements of these OTC prod¬ 
ucts represent a hazard to the individual 
afflicted with these potentially incapaci¬ 
tating and crippling disease conditions. 
The consumer is misled into the false 
belief that he can self-diagnose and self- 
treat any Joint aches and pains he may 
have. The labeling and advertisements 
make no allusions to the progressive de¬ 
generating nature of rheumatic diseases 
if proper medical diagnosis and appro¬ 
priate treatment is not instituted early 
in the disease. Pain is only one of the 
clinical features of these diseases. It is 
this symptom which the labeling and ad¬ 
vertisement belabor to the exclusion of 
the other more serious clinical features. 

OTC analgesics, especially aspirin, are 
the antirheumatic agents that are used 


by individuals with Joint pains and ac he* 
that may be due to rheumatic diseases 
The daily dosage of aspirin that is stu¬ 
dent to achieve an analgesic effect, is an 
inadequate dose to affect the tnflan m- 
tion of the inflammatory rheumatic’ dis¬ 
eases. such as rheumatoid arthrit ^ A 
higher daily dosage and n much more 
prolonged administration is require. ;o 
affect the inflammation of rheumatoid 
arthritis. The dosage and duration of 
treatment should be supervised by a 
physician. At doses higher than the dos¬ 
age recommended for OTC use, serious 
side effects occur. The dosage and dura¬ 
tion of treatment must be Individuals i 
for each patient by his physician Tnc 
consumer cannot self-diagnose and &elf- 
treat for the rheumatic diseases 

There is the general impression in the 
minds of American consumers that as¬ 
pirin is an innocuous medication and 
that arthritis is a minor disease. The la¬ 
beling and advertising of OTC aspirin 
products have reinforced this mistaken 
impression. This disease condition not 
rare and the degenerating nature of the 
disease if proper medical diagnosi and 
treatment are not Instituted can have 
a severe debilitating effect on the indi¬ 
vidual. The labeling and advertising that 
downplay the seriousness of this disease 
do the American consumer a gross in¬ 
justice. 

The Panel therefore concludes that ail 
OTC products containing salicylates con¬ 
tain the warning. “Take this product !or 
the treatment or arthritis only under rhe 
advice and supervision of a physician 
In addition, the Panel recommends that 
the term “arthritis” be removed from the 
product names of OTC products to avoid 
the false impression that the consumer 
can self-diagnose and self-treat rheu¬ 
matic diseases. 
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B. Categorization or Data 

1. Category / conditions under which 
antirheumatic agents are generally rec¬ 
ognized as safe and effective and are not 
misbranded. 

Category I Active Ingredients 

The Panel has classified the following 
antirheumatlc active ingredients os gen¬ 
erally recognized as safe and effective 
and not misbranded: 

Aspirin 

Calcium carbasplrln 
Choline salicylate 
Magnesium salicylate 
Sodium salicylate 

a. Aspirin. The Panel concludes that 
aspirin Is a safe and effective OTC anti- 
rheumatic when taken in the dosages 
recommended by a physician for specific 
rheumatic diseases. The dose required 
for antirheumatlc effectiveness usually 
exceeds the dose recommended for anal¬ 
gesia <4.000 mg In 24 hours> and the du¬ 
ration of therapy required is longer than 
10 days The therapeutic indications re- 
ouire prior diagnosis by a physician and 
therefore suitable claims are limited to 
professional labeling. 

*1) Effectiveness. The effectiveness of 
aspirin in the treatment of rheumatoid 
arthritis has been endorsed by many 
generations of physicians and patients. 
Very few controlled or uncontrolled 
studies have been performed to demon¬ 
strate the antirheumatlc effectiveness of 
aspirin. However, the analgesic action of 
aspirin in patients with a variety of 
rheumatic diseases has been extensively 
reported 


A double-blind study was carried out 
by the Cooperating Clinics Committee of 
the American Rheumatism Association in 
which placebo or eight 5 gr aspirin tab¬ 
lets daily were taken by 441 patients 
with rheumatoid arthritis. The results 
showed that aspirin had significantly 
more antirheumatic effect than pla¬ 
cebo (Ref. 1). 

Frcmont-Smith and Bayles reported 
that after withdrawal of aspirin in a 
total dose of from 3.6 to 7.5 g dally given 
in 5 divided doses, objective evidence of 
exacerbation of rheumatoid arthritis ap¬ 
peared. This was demonstrated by a 
significant decrease in the grip strength 
and increased circumference of the In- 
terphalangeal Joints (Ref. 2). 

Bo&rdman and Hart measured grip 
strength and circumference of proximal 
lnterphalangeal Joints in a double-blind 
study of the effectiveness of aspirin in 
patients with rheumatoid arthritis. The 
data showed that a low dose of aspirin, 
2.6 g daily given in 4 equal doses, was not 
significantly superior to acetaminophen 
or placebo but a high dcxsc of 5.3 g daily, 
was <Ref. 3). 

Calabro and PauIus performed a 
double-blind crossover study comparing 
aspirin, salicylamide and placebo in pa¬ 
tients with rheumatoid arthritis. Each 
patient took 18 tablets daily. 3 tablets 
every 4 hours. All tablets contained 300 
mg of analgesic or placebo. The results 
showed a statistically significant greater 
improvement of objective parameters of 
Joint inflammation in patients receiving 
aspirin than In those receiving either 
salicylamide or placebo (Ref. 4). 

Aspirin is effective tn the treatment of 
some patients with rheumatoid arthritis 
at & dose of 2.4 g daily in divided doses. 
How r ever. most patients require more 
than this minimally effective dose (Refs. 
5, 6. and 7). 

Extensive studies by Anseil, Bywaters 
and Isdale have demonstrated that as¬ 
pirin Is effective in the suppression of 
juvenile rheumatoid arthritis (Ref. 8). 
Initial doses ranged from 1.3 g daily at 
age 2 years to 6 g daily for older children. 
Maintenance dosage ranged from 1.5 to 6 
g dally. 

Manifestations of acute rheumatic 
fever such as fever, arthritis, elevated 
erythrocyte sedimentation rate and c- 
reactive protein disappear faster in pa¬ 
tients receiving aspirin therapy than in 
untreated controls (Ref. 9). 

Ankylosing spondylitis should be treat¬ 
ed with aspirin and more potent agents 
added only when aspirin does not suffice 
(Ref. 10). Godfrey, Calabro. Mills and 
Maltz conducted a double-blind cross¬ 
over trial of aspirin and the anti-inflam¬ 
matory drugs indomcthacin and phenyl¬ 
butazone. Each drug was used for 6 
weeks. They found that indomethacin 
and phenylbutazone were clearly superior 
to aspirin in increasing the range of 
motion. However, aspirin proved more 
effective than the other tw f o medications 
in 5 of the 41 oatients (Ref. 11). 

Psoriatic arthritis should also be 
treated with aspirin (Ref. 12). 

Aspirin is generally recommended for 
treatment of flbrositis syndromes (Rtf 
13). 
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Aspirin is helpful In the treatment of 
systemic lupus erythematosus, especially 
when arthritis is associated with the 
disease A minimal dose of 2.4 g daily in 
four divided doses is required <Ref. 14)* 

Aspirin is also recommended in the 
treatment of osteoarthritis (Ref. 15)* 
Harth and Bondy performed a crossover 
trial using objective measurements 
rather than relief of pain scores. This 
study compared the effects of 1.3 g as¬ 
pirin taken 3 times daily with the effects 
of indomethacln 50 mg taken 3 times 
daily. Objective measurements of hip- 
muscle strength and isometric strength 
of knee muscles were evaluated prior to 
therapy and during each trial of medica¬ 
tion. These results revealed that aspirin 
is effective in the treatment of osteoar¬ 
thritis < Ref, 16). 

Effectiveness of Other Forms of 
Aspirin as Antirkeumatic Agents 

The problem of managing the adverse 
effects of aspirin in the gastrointestinal 
tract are a particular concern in patients 
with rheumatoid arthritis where large 
doses are generally employed over ex¬ 
tended periods of time. The addition of 
antacids, buffering agents and enteric 
coating have been used among others to 
reduce gastrointestinal irritation. The 
Panel has discussed the effects of finished 
dosage forms on the therapeutic activity 
of the active ingredients elsewhere in this 
document. (See part II. paragraph J. 
above—Effects of Product Formulations 
on Drug Absorption and Pharmacologic 
Effectiveness. > 

Buffered aspirin has been proven ef¬ 
fective in the treatment of rheumatoid 
arthritis (Refs 2 and 4). 

Aspirin combined with magnesium and 
aluminum hydroxides has not specifically 
been shown to have antirheumatic ef¬ 
ficacy; however, if the product contains 
325 mg <5 gr* aspirin it should be con¬ 
sidered to be as effective as aspirin at 
the same dosage. 

A study by Batterman (Ref. 17» ana¬ 
lyzed the analgesic but not the anti- 
rheumatic effect of aspirin plus mag¬ 
nesium and alimnimum hydroxides on 
patients with arthritis. 

Feinblatt et a), measured the effect of 
aspirin plus magnesium and aluminum 
hydroxides in 20 patients with arthritis 
of unclear etiology. The mobility Im¬ 
proved in all but one patient (Ref. 18). 
Unfortunately, the exact disease and the 
method of measurement of limitation of 
Joint motion were poorly described. 

Sandoye and Schwartz (Ref. 19> 
studied the analgesic effect of aspirin 
and magnesium and aluminum hydro¬ 
xides in patients with arthritis. No at¬ 
tempt to measure antirheumalic ef¬ 
ficacy was made. 

An enteric-coated aspirin tablet was 
studied regarding its analgesic effect on 
patients with rheumatoid arthritis and 
osteoarthritis (Ref. 20). 

Similarly, Glovlnco »Ref. 21) studied 
the analgesic effect of an enteric-coated 
tablet on rheumatoid arthritis and osteo¬ 
arthritis patients. If the enteric-coated 
aspirin can be shown to prove blood 
salicylate levels similar to that of un¬ 
coated aspirin, then it should be recom¬ 


mended that the coated tablet la effective 
as an antirheumatlc agent In all diseases 
in which aspirin is effective. 

<2> Safety. The safety of aspirin has 
teen previously discussed earlier in this 
document. (See part in. paragraph B.l a. 
(2) above—Safety.) 

The Panel concludes that it is gen¬ 
erally not safe for the general public to 
self-medicate for Joint pain perceived as 
• arthritis”. Since the antirheumatic daily 
dose is much greater than that recom¬ 
mended for OTC use. side effects are 
more severe. In addition, the duration of 
therapy is much longer than that recom¬ 
mended for OTC use. and therefore, pro¬ 
longed high daily doses of aspirin are less 
safe. 

The OTC consumer is unable to differ¬ 
entiate the various forms of arthritis due 
to the large variety of diseases associated 
with pain in joints. Diagnosis should be 
made by a physician so that appropriate 
and adequate treatment of the arthritis 
can be instituted. It is not safe for in¬ 
dividuals to self-medicate using anti- 
rheumatic doses of aspirin. 

Patients with a history of gastric or 
duodenal ulcers or those with symptoms 
of ulcers should be under the care of a 
physician and antirheumatic therapy 
prescribed by the physician. These 
patients are at risk of gastrointestinal 
hemorrhage and clearly should not be 
self-medicating with aspirin using anti- 
rheumatic doses for prolonged periods to 
control their arthritis. In addition, the 
daily dose of aspirin should be individual¬ 
ized for each patient and monitored by 
the physician at specific intervals. For 
example, only a physician can measure 
the efficacy of aspirin therapy in rheuma¬ 
toid arthritis patients by determining 
diminution of swelling, increase in range 
of motion, decrease in Joint tenderness, 
increased grip strength, etc. Based upon 
the physician’s assessment of the patient 
the physician may increase, decrease or 
continue the same dose of aspirin or add 
additional medication. In addition, evi¬ 
dence of side effects such as ulcer symp¬ 
toms and falling hematocrit suggesting 
gastrointestinal bleeding can only be 
noted by the physician. Patients who are 
to undergo surgery are told to withhold 
aspirin for an appropriate period prior to 
and after surgery. In addition, the 
physician may Institute other therapy 
such as gold injections, antimalarial 
therapy, etc. The physician also pre¬ 
scribes specific physical therapy, may- 
order such measures as splints, paraffin 
baths, hot packs, and change the life¬ 
style of the patient to include periods of 
rest All of these measures cannot be pre¬ 
scribed unless the patient is under the 
care of the physician. 

Tlie Panel concludes that aspirin is 
sale for use as an OTC antirheumatic 
only under the advice and supervision of 
a physlcan. 

*3* Dosage. There is no recommended 
dosage except under the advice and 
supervision of a physician. 

<4• Labeling. The Panel recommends 
the Category I professional labeling for 
antirheumatic active ingredients. (See 
part V. paragraph B.l. below—Category 
I Labeling.) 
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b. Calcium carbaspirin . The Panel con¬ 
cludes that calcium carbaspirin is a safe 
and effective OTC antirheumatic when 
taken m the dosages recommended by a 
physician for specific rheumatic diseases. 
The dose required for antirheumatlc 
effectiveness usually exceeds the dose rec- 
nctended for analgesia (4.968 mg in 24 
hours* and the duration of therapy re¬ 
quired is longer than 10 days. The thera¬ 
peutic indications require prior diagnosis 
by u physician and therefore suitable 
claim* are limited to professional label¬ 
ing. 

< 1 > Effectiveness. No data on effective¬ 
ness as an antirheumatlc agent are avail¬ 
able However, as discussed earlier In this 
document Its dissolution rate and an- 
ah'e efficacy have been studied and 
found to be similar In action to aspirin. 
See part HI. paragarph B.l.c.(l) 
above— Effectiveness.) 

<2> Safety. The safety of calcium carb- 
u>wrin has been previously discussed 
earlier in this document. (See part HI. 
r-:.',-..,raph B.l.c.<2) above—Safety.) Its 
ifety when administered In antirheu- 
nmtic doses and for prolonged periods is 
not known because of the significant 
amount of calcium that may be absorbed. 

The Panel concludes that calcium 
carbaspirin is safe for use as an OTC 
ant:rheumatic only under the advice and 
uperttsion of a physician. 

(3 Dosage. There is no recommended 
d .life except under the advice and 
supervision of a physician. 

4> Labeling. The Panel recommends 
the Category I professional labeling for 
antirheumatlc active ingredients. (See 
part v. paragraph B.l. below—Category 
I Labeling.) 

c Choline salicylate. The Panel con¬ 
cludes that choline salicylate is a safe 
and effective OTC antirheumatic when 
taken In the dosages recommended by a 
physician for specific rheumatic diseases. 
The dose required for antirheumatic 
effectiveness usually exceeds the dose 
recommended for analgesia <5.220 mg In 
hours) and the duration of therapy 
required is longer than 10 days. The 
therapeutic indications require prior 
diagnosis by a physician and therefore 
suitable claims are limited to profes¬ 
sional labeling. 

‘1> Effectiveness. A study performed 
in i960 by Nevinny and Oowans (Ref. I) 
described the results of the treatment 
c»t five patients with rheumatoid arthritis 
‘^th liquid choline salicylate but did not 
describe the dose and duration of 
therapy. p 0 ur of the five patients showed 
a reduction of ’‘systemic Indexes”, which 
are a series of subjective and objective 
parameters of Joint Inflammation (Ref. 

A well-designed double-blind cross¬ 
over study comparing equimolar con¬ 


centrations of choline salicylate and 
aspirin as antirheumatlc agents was per¬ 
formed by Golden. Tesar and Schmid 
<Ref. 3). The amount of salicylate used 
was a mean of 3.6 g daily and patients 
took tablets of one Ingredient during the 
first 2 weeks and then took tablets of the 
second ingredient during the second 2 
weeks. Patients were examined weekly 
using the following parameters: Dura¬ 
tion of morning stiffness; grip strength; 
ring size; time to complete a measured 
walk: and subjective pain severity. Sta¬ 
tistical analysts showed no difference in 
therapeutic effectiveness between choline 
salicylate and aspirin. 

(2) Safety. The safety of choline salic¬ 
ylate has been previously discussed 
earlier in this document. (See part HI. 
paragraph B.l.d.<2> above—Safety.) 

Tlie Panel concludes that choline 
salicylate is safe for use as an OTC anti- 
rheumatic only under the advice and 
supervision of a physician. 

<3» Dosage . There is no recommended 
dosage except under the advice and 
supervision of a physician 

<4> Labeling. The Panel recommends 
the Category I professional labeling for 
antirheumatlc active ingredients. (See 
part V. paragraph B.l. below—Category 
I Labeling.) 

RrnxENas 

(1) Nevinny. D and J. D. C Oowans. 'Ob¬ 
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Salicylate m Arthritis," International Record 
Of Medicine. 173:2*3 247. 1960 

(2) Wallace. S. L. and C Ragan. The 
Problem of Therapeutic Evaluation in 
Rheumatoid ArthrltU." Arthritis and Rheu¬ 
matism. 1:20-28. 1958 

(3) Golden. H. E-, J. T. Tesar and P. R 
Schmid. "Quantitation of Gastrointestinal 
Bleeding and Therapeutic Effective ness of 
Choline Salicylate Compared to Aspirin in 
Rheumatoid Arthritis,” Arthritis and Rheu¬ 
matism, 13:310. 1970. 

d. Magnesium salicylate. The Panel 
concludes that magnesium salicylate is a 
safe and effective OTC antirheumatic 
when taken in the dosages recommended 
by a physician for specific rheumatic 
diseases. The dose required for antirheu- 
roatic effectiveness usually exceeds the 
dose recommended for analgesia <4.000 
mg in 24 hours) and the duration of 
therapy required 1s longer than 10 days. 
The therapeutic indications require prior 
diagnosis by a physician and therefore 
suitable claims are limited to profes¬ 
sional labeling. 

<l> Effectiveness. Browm (Ref. 1» con¬ 
ducted a double-blind study on patients 
with rheumatoid arthritis who received 
1 g aspirin or magnesium salicylate 4 
times dally for 7 days. Objective meas¬ 
urements of antirheumatlc efficacy were 
studied Including grip strength, morning 
stiffness duration, walking time and 
number of active Joints. The results 
showed that magnesium salicylate is 
equally as effective as an antirheumatic 
os aspirin. 

<2> Safety. The safety of magnesium 
salicylate has been previously discussed 
earlier in this document. (See part HI. 
paragraph B,l.c.<2) above—Safety.) 

Magnesium salicylate is contraindi¬ 
cated in patients requiring long-term 


use of the agent as an antirheumatic 
who have advanced chronic renal in¬ 
sufficiency <Ref. 1). Use of this agent 
in patients with advanced chronic renal 
insufficiency may lead to toxic levels 
of magnesium. 

The Panel concludes that magnesium 
salicylate is safe for use as an OTC 
anti rheumatic only under the advice and 
supervision of a physician. 

<3> Dosage. There is no recommended 
dosage except under the advice and su¬ 
pervision of a physician. 

<4> Labeling. The Panel recommends 
the Category I professional labeling for 
antirheumatic active ingredients. (See 
part V. paragraph B.l. below—Category 
I Labeling.) In addition, the Panel rec¬ 
ommends the following specific labeling: 
For products containing more than 50 
mEq of magnesium in the recommended 
daily dosage. Warning “Do not take this 
product if you have kidney disease ex¬ 
cept under the advice and supervision of 
a physician”. 

Renames 

(1) Brow'll. H.. "Mogan-7 Day Variability 
Study." draft of unpublished paper Is in¬ 
cluded in OTC Volume 030042 

e. Sodium salicylate. The Panel con¬ 
cludes that sodium salicylate is a safe 
and effective OTC antirheumatlc when 
taken in the dosages recommended by 
a physician for specific rheumatic 
diseases. The dose required for anti- 
rheumatic effectiveness usually exceeds 
the dose recommended for analgesia 
<4.000 mg in 24 hours) and the duration 
of therapy required is longer than 10 
days. The therapeutic indications require 
prior diagnosis by a physician and 
therefore suitable claims are limited to 
professional labeling. 

< 1) Effectiveness. Sodium salicylate 
was tested in 27 patients with rheuma¬ 
toid arthritis by Hollander and Harris 
< Ref. I ). Patients w'ere given 4 g < 1 g 4 
times dully> for at least 1 week. Anti¬ 
rheumatic effectiveness was measured by 
subjective parameters such as relief 
of stiffness and measurement of 
the erythrocyte sedimentation rate 
before and after 1 week of therapy. 
No change in the sedimentation 
rate was observed, while relief of stiff¬ 
ness occurred. The data were compared 
with the efficacy of para-aminobenzoic 
acid at a dose of 4 g dally for 1 week. 
Sodium salicylate was found to give sub¬ 
stantially more relief of stiffness than 
para-aminobenzoic acid. The study, how¬ 
ever, did not actually measure antirheu¬ 
matic effect on an objective scale and the 
results, therefore, do not permit a con¬ 
clusion as to the efficacy of sodium salic¬ 
ylate as an antirheumatlc. 

A similarly Inconclusive study was 
carried out by Smith (Ref. 2) who 
studied the analgesic effect of sodium 
salicylate in doses of 0 6 to 1,3 g every 4 
hours during the day Although the drug 
was found to be an effective analgesic, no 
objective parameters of its antirheu¬ 
matic efficacy were measured. 

Other studies in the literature are 
poorly designed and describe only 
analgesic effect of sodium salicylate in 
patients with rheumatoid arthritis and 
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other forms of arthritis ‘Refs. 3. 4. and 

5 ). 

An excellent study was carried out by 
Dick et al.. (Refs. 6 and 7) in which the 
anttrheumatic effect of sodtum salicylate 
was compared with that of indomethacin 
and placebo. The study was carried out 
in 13 patients with rheumatoid arthritis 
who entered a 3 week, double-blind trial 
during which they received the following 
three courses of treatment each lasting 
for 1 week: Enteric-coaled sodium 
salicylate 1.2 g 4 times daily; indometha¬ 
cin 25 mg 4 times daily; and lactose as 
placebo. The order of treatment was 
randomized. The Ritchie index (Ref. 8) 
was used as a measure of total articular 
status. This index la based on the re¬ 
sponse of the patient to firm pressure 
over the Joint margin <0 no pain, +1= 
patient complains of pain. 24*—patient 
complains of pain and winces. 34-= 
patient complains of pain, winces and 
withdraws). The maximal score is 4*78. 
The mean intra-observer error difference 
<difference between observers examining 
this same Joint ) is 1 2 score units and the 
standard error is 1.1 score units. In addi¬ 
tion to the Richie index, pain, tenderness, 
stiffness and swelling in one knee was 
noted (knee score). Each was noted on 
a 0 to 4-3 scale. The results revealed that 
the knee score was significantly higher as 
tested by a paired Students t test while 
the patients received placebo than the 
values obtained while the patients re¬ 
ceived either sodium salicylate (p is less 
than 0.001) or indomethacin ip is Jess 
than 0.001). The articular index of 
Ritchie was significantly higher while 
patients received placebo than when 
they were treated with either sodium 
salicylate <p is less than 0.001) or in¬ 
domethacin. Thus, this study clearly 
demonstrated the antirheumatic efficacy 
In a well-designed study'. 

A similarly well-designed study w*as 
carried out by Dick. Greyson. Wood burn 
et al. (Ref. 7). In this study, which may 
be used as a model for future studies on 
antirheumatic efficacy, the following 
parameters were measured: Ritchie 
Index (Ref. 4>: grip strength <Ref. 9) 

• mechanical measurement of the 
strength of a patient’s grip): measure¬ 
ment of circumference of finger joints 
using a millimeter gauge (Ref 10); and 
knee score (Ref. 6 >. 

In addition to the above, the accumula¬ 
tion of radioactive technetium within the 
knee joint after Intravenous administra¬ 
tion was studied by joint scanning. Ten 
patients with rheumatoid arthritis were 
studied in a triple crossover clincial trial 
using 5 g sodium salicylate dally. 100 mg 
Indomethacin daily and placebo, each 
administered for 1 week. Sodium salicy¬ 
late was shown to be significantly better 
than placebo according to articular 
index (Ritchie index), knee score, and 
technetium peak count. No significant 
difference was shown using Joint size or 
grip strength. The results reveal that 
sodium salicylate has antirheumatic 
efficacy. 

The effectiveness of sodium salicylate 
as an antirheumatic has been clearly 


established The effective dose Is at least 
4.8 g daily in divided doses. 

(2) Safety . The safety of sodium 
salicylate has been previously discussed 
earlier In this document. (See part m. 
paragraph B.l.f.<2) above—Safety.) 

The long-term administration of 
sodium salicylate preparations may be 
hazardous in patients with chronic 
renal Insufficiency or heart disease due 
to the sodium in the preparation. 

The Panel concludes that sodium 
salicylate is safe for use as an OTC anti- 
rheumatic only under the advice and 
supervision of a physician. 

<3> Dosage. There is no recommended 
dosage except under the advice and 
supervision of a physician. 

(4) Labeling. The Panel recommends 
the Category I professional labeling for 
antirheumatic active ingredients. ‘See 
part V. paragraph B.l. below—Category 
I Labeling.) In addition, the Panel rec¬ 
ommends the following specific labeling: 
<i> For products containing 0.2 mEq (5 
mg) or higher of sodium per dosage unit. 
The labeling of the product contains the 
sodium content per dosage unit (e g., tab¬ 
let. teaspoonful) IX it is 0.2 mEq <5 mg) 
or higher. 

<il) For products containing more than 
5 mEq il2S mg) sodium in the maximum 
recommended daily dosage . Warning . 
“Do not take this product if you are on a 
sodium restricted diet except under the 
advice and supervision of a physician”. 

ROTUNCtS 

< 1) Hollander. J. L. and T. N. HarrU. "Com¬ 
bined Salicylate and P&rn-Amlnobenzolc 
Acid in the Treatment of Rheumatoid Ar¬ 
thritis.'* American Journal of the Medical 
Sciences. 221:398-401. 1951. 

(2) Smith, R T.. 'Treatment of Rheuma¬ 
toid Arthritis and other Rheumatic Condi¬ 
tions with Salicylate and Para-Aminobenxolc 
Acid,*’ The Journal— Lancet, 70:192-196. 
1950. 

(3) Barden. F. W., P. S. HU1 and K J. 
Cuneo. "Evaluation of a Drug Therapy In 
Arthritis and Rheumatoid Conditions.** 
Journal of the Maine Medical Association, 
46-99-101. 1955. 

(4) Cass. L J . W S. Fredertk and J. D 
Cohen. '‘Para-Amlnobensolc Acid and Sali¬ 
cylates in the Treatment of Arthritis." The 
Journal- Lancet. 76:42-44.1956. 

(5) Hebert. O. and N Remit. "Salicylate et 
Para-Aminobensoate Sodium dans le Tralte- 
ment De 1‘Arthelte Rhumatotde.*' Union 
Medicale Canada. 86:73 -75. 1957. 

(6) Dick, C. et al, “Effect of Anti-Inilam- 
niatory Drug Therapy Clearance of 133Xe 
from Knee Joints of Patients with Rheuma¬ 
toid Arthritis.** British Medical Journal. 3: 
278 280. 1969 

(7) Dick. W. C. et al.. “Indices of Inflam¬ 
matory Activity,** Anno/s of the Rheumatic 
Diseases. 29:643-648, 1970 

(8) Ritchie. D. M et al., "Clinical Studies 
with an Articular Index for the Assessment 
of Joint Tenclerneaa In Patients with Rheu¬ 
matoid Arthritis.** Quarterly Journal of 
Medicine. 37:393-406. 1968 

(9) Wright. V.. "Some Observations on Dl- 
ural Variation of Orlp," Clinical Science, 
18 17-23. 1959. 

(10) Board man. P. L and P. D. Hart. 
‘'Clinical Measurement of the Anti-Inflam¬ 
matory Effects of Salicylates In Rheumatoid 
Arthritis,** British Medical Journal. 4*264- 
268. 1967 


Category I Labeling 

The use of OTC antirheumatic agents 
for the treatment of the symptom.*; of 
specific rheumatic diseases requires prior 
diagnosis by a physician and the estab¬ 
lishment of a suitable recommended dos¬ 
age. The Panel believes that any labeling 
conditions such as these which require 
medical Intervention may mislead the 
consumer who attempts to self -diagnose 
and self-treat serious disease. Therefore, 
there are no suitable labeling claim* for 
use on OTC marketed products. Suitable 
labeling claims are limited to profes¬ 
sional labeling. 

The Panel recommends the following 
Category I professional labeling (label¬ 
ing of the product for health profes¬ 
sionals but not for the general public) 
for antirheumatic active ingredients to 
be generally recognized as safe and ef¬ 
fective and not misbranded as well as 
specific labeling discussed in the individ¬ 
ual ingredient statements. 

a. Indications. For rheumatoid arthri¬ 
tis, juvenile rheumatoid arthritis, sys¬ 
temic lupus erythematosus, osteoarthri¬ 
tis fdegenerative joint disease) , ankylos¬ 
ing spondylitis, psoriatic arthritis. Rei¬ 
ter’s syndrome and fibres I tis 

2. Category II conditions under whirl i 
antirheumatic agents are not generally 
recognized as safe and effective or are 
misbranded. 

CATEGORY II ACTIVE INGREDIENTS 

The Panel has classified the following 
claimed antirheumatic active ingredi¬ 
ents as not generally* recognized as safe 
and effective or are misbranded: 

Acetaminophen Phcnacettn 

Acetanllld Quinine 

lodopyrlne 8allcylamlde 

a. Acetaminophen. The Panel con¬ 
cludes that acetaminophen is not an ef¬ 
fective OTC antirheumatic. 

(1) Effectiveness. Acetaminophen w 
not considered to have effective antl- 
rheumatic properties <Refs. 1 and 2‘. A 
study by Boardman and Hart compared 
the efficacy of 6 g acetaminophen dally 
administered as 3 tablets given 4 times 
daily compared to placebo given in the 
same manner (Ref. 3). Each drug was 
given for 7 consecutive days, and quan¬ 
titative measurements of Joint size using 
standard Jewellers* rings under double- 
blind controlled conditions, in addition 
to measurements of grip strength were 
made at the beginning of the study and 
at the end of each of the 7 day trials AU 
patients had classical or definite rheu¬ 
matoid arthritis of at least 1 year's dura¬ 
tion, had synovitis of the small joint^ of 
the hands, and in all patients it was pos¬ 
sible to stop all treatment for 14 4a>’ 5 
before the trial. The results showed tlu*t 
there was no significant difference of 
Joint size in patients on acetaminophen 
compared with placebo. Patients had a 
mean improvement of grip strength 
from 303 mm Hg on placebo to 326 mm 
Hg on acetaminophen. This difference 
was not significant <t 0.57. n=26; P i' 
greater than 0.05). 
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The Panel concludes that acetamino- 

,ci\ Is not effective as an antlrhcuma- 

uc. 

<2) Safety. The Panel has discussed 
the safety of acetaminophen earlier in 
this document. (See part in, paragraph 
Blb.t2> above—Safety.) 

3> Evaluation. The Panel concludes 
U« iuse there are no data demonstrat¬ 
ing the effectiveness of acetaminophen 
a* an antirheumatic that the ingredient 
is not effective for use as an OTC anti¬ 
rheumatic. 
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IV *7 

b Acetanllid. The Panel concludes 
that acetanllid Is not an effective OTC 
nimrheumatic and is not safe for OTC 

use. 

' 1 * Effectiveness. The Panel has dis- 
cused the effectiveness of acetanllid 
earlier in this document. (See part III. 
paragraph B.2.a.< 1) above—Effective¬ 
ness.) 

The Panel concludes that acetanllid 
is not effective for use as an OTC anti- 

rheumatic. 

<2) Safety. The Panel has discussed 
the safety of acetanllid earlier In this 
document (See part III. paragraph 
B 2 a.< 2> above—Safety.) 

The Panel concludes that acetanllid 
t not safe for use as an OTC antl- 
rl r umatic. 

3) Evaluation. The Panel concludes 
because there are no data demonstrating 
the effectiveness of acetanllid as an 
anurheumatic and because of the high 
incidence of toxic effects that the in¬ 
gredient is not safe and not effective 
for use as an OTC antirheumatic. 

c lodopyrlne. The Panel finds that 
there are no data to demonstrate ef¬ 
fectiveness and there are data showing 
it not safe and therefore concludes that 
lodopyrlne is not safe and not effective 
for use as an OTC antirheumatlc. 

1 > Effectiveness. No studies were 
found concerning the effectiveness of 
tills iodide salt of antipyrinc tor use as 

OTC antirheumatic The lack of dem¬ 
onstrated effectiveness for use of iodo- 
pyrine as an OTC analgesic has been 
discussed earlier on this document. (See 
Part HI. paragraph B.2.c.<l> above— 
Effectiveness.) 

•2> Safety . The safety of lodopyrlne 
has been discussed earlier In this docu- 
n J«)t. (See part in paragraph B.2.c.<2> 
above—Safety.) The Panel concludes 
lodopyrlne is not safe for use as 
an OTC antirheumatic. 

! 3 ‘ Evaluation The Panel finds that 
lodopyrlne is not safe for OTC use 
t’orause of the significantly high avail¬ 
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ability of iodide following oral adminis¬ 
tration and increased likelihood of 
iodism. Accordingly, the Panel concludes 
that the risks from use of lodopyrlne 
outweigh any passible benefit and clas¬ 
sifies the Ingredient unsafe for use as 
an OTC antirheumatic. 

d. Phcnacetln. The Panel concludes 
that phenacetin is not an effective OTC 
antirheumatic and is not safe for OTC 
use because of the high potential for 
abuse, the high potential for harm to 
the kidneys and the possibility of hemo¬ 
lytic anemia and methemoglobinemia 
resulting from abuse and the lack of 
compensating benefits of the drug. The 
benefit-risk ratio of phenacetin com¬ 
pounds compares unfavorably with other 
single agents and combination anti- 
rheumatic preparations available to 
target populations. 

(1> Effectiveness. The Panel notes 
that “Acetaminophen and phenacetin 
have analgesic and antipyretic effects 
similar to those of aspirin. However, they 
have only weak anti-inflammatory ef¬ 
fects and do not share the antirheumatic 
uses of the salicylates” (Ref. 1>. 

(2) Safety. The Panel has discussed 
the safety of phenacetin earlier in this 
document. (See part in. paragraph 
B.2.d.<2> above—Safety.) 

<3> Evaluation. The Panel concludes 
because there are no data demonstrating 
the effectiveness of phenacetin as an 
antirheumatic and because of the sig¬ 
nificant high risk level with long-term 
use that the Ingredient Is not effective 
and not safe for use as an OTC anti¬ 
rheumatic. 

RxrCftCNCEB 

(1) Woodbury. D. M. and E Ptngl., "Anal¬ 
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L. 8 and A Oilman. MacMillan. New York, 
p.344. 1973. 

e. Sallcylamide. The Panel concludes 
that sallcylamide is not an effective OTC 
antirheumatic. 

(1) Effectiveness. Calabro and Paulus 
compared the efficacy of aspirin, salicyl- 
amide and sucrose placebo given as three 
0.3 g tablets every 4 hours for 24 hours 
(Ref. 1). The double-blind crossover 
study included in each of its three phases. 
8 weeks of drug-testing of aspirin, 
sallcylamide or placebo daily, and 2 
weeks of interval therapy when all pa¬ 
tients took only 2.6 g aspirin daily. The 
patients were evaluated every 2 weeks us¬ 
ing the Laris bury indices. This index 
evaluates five criteria: Duration of morn¬ 
ing stiffness; time of onset of fatigue; 
aspirin need; grip strength; and the 
Westergren erythrocyte sedimentation 
rate. Using Lambury’s Tables, individual 
findings arc converted to a percentage 
equivalent. When the percentages are 
added together they constitute a final 
score on the Lansbury systemic index. In 
addition. Joint pain and metacarpo¬ 
phalangeal and metatarsophalangeal 
tenderness and swelling wore graded 
from 0 to 4 + . The results of this study 
using the subjective and objective crit¬ 
eria revealed that sallcylamide was more 
efflective than placebo in only two sub- 
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Jective parameters of the ten parameters 
evaluated. These were, time of onset of 
fatigue and the need for additional 
aspirin. All of the eight other parameters 
showed no statistically significant differ¬ 
ence between sallcylamide and placebo. 
Statistically significant differences be¬ 
tween placebo and aspirin were shown 
by all criteria. 

Batterman and Grossman <Ref. 2) 
studied the analgesic -effect of salicyl- 
amide on patients with osteoarthritis, but 
did not measure antirheumatic effect 

Similarly. Litter, Moreno and Donln 
(Ref. 3> studied the analgesic efficacy of 
sallcylamide on a large group of arthritic 
patients, but did not measure anti¬ 
rheumatic effects. 

(2> Safety. The Panel has discussed 
the safety of sallcylamide earlier in this 
document. (See part III. paragraph 
B.3.c. (2» above—Safety.) 

(3) Evaluation. The Panel concludes 
from the data presented that salicyl- 
cmide is not effective for use as an OTC 
antirheumatic. 
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Categoby II Labelinc 

The Panel has examined the submitted 
labeling claims for antirheumatics alone 
and for combination products with non- 
antirhcumatic ingredients and concludes 
that there are no labeling claims suitable 
for OTC labeling of antirheumatic 
agents. Other labeling including unac¬ 
ceptable claims related to product per¬ 
formance have been clearly defined else¬ 
where in this document. (See part HI. 
paragraph B.2. above—Category II La¬ 
beling.) The Panel classifies all labeling 
claims, including the following which are 
currently used m the OTC marketplace, 
as Category II: 

a. Claims that refer to diseases re¬ 
quiring prior diagnosis by a physician. 
The Panel considers the use of any in¬ 
dication for the treatment of arthritic 
conditions not to be suitable for OTC 
labeling and recommends that such in¬ 
dications be deleted from the labeling of 
OTC antirheumatic products. Therefore, 
the following submitted claims are clas¬ 
sified as Category II and should be re¬ 
moved from OTC antirheumatic prod¬ 
ucts: “arthritis’*, "rheumatism”, "pain 
of arthritis”, “pain of rheumatism**, 
“minor aches and pains of arthritis”, 
“minor aches and pains of rheumatism”, 
“minor pain of arthritis”, “minor pain of 
rheumatism**, “low back pains", ‘‘bur¬ 
sitis**, “chronic minor pain of arthritis*', 
“minor aches and pains of bursitis/* and 
“lumbago”. 

b. Claims that are unnecessarily de¬ 
scriptive. The Panel has recommended 
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that the indications for antirheumatlc 
OTC products be limited to professional 
labeling. Therefore, the Panel feels that 
labeling claims such as “body aches” and 
“minor muscle aches” are unnecessary. 
Such claims are included in the simple 
term, aches. Likewise, the claim “sore, 
stiff aching muscles” can be adequately 
described and understood by the terms, 
aches and pains. The consumer will not 
be confused by the cause of the ache but 
will merely treat the ache. The consumer 
perceives a muscle ache after exercise as 
an ache and will take the appropriate 
Ingredient. Since the Panel wishes to 
avoid multiple descriptions of the terms, 
aches and pains, such descriptions as 
“due to fatigue” and “sore, still muscles” 
should be deleted from the labeling. The 
following submitted labeling claims have 
been classified as Category n by the 
Panel and should be removed from OTC 
antirheumatlc products: “minor muscu¬ 
lar pains and aches”, “minor muscular 
aches”, “minor muscle aches”, “aches 
and pains due to fatigue”, “sore, stiff 
aching muscles”, “muscular fatigue”, 
“muscular tensions”, “low* body ache and 
fatigue”, “body aches”, and “sprains”. 

3. Category III conditions for which 
the available data are insufficient to per - 
mit Anal classiAcation at this time . 

Category III Active Ingredients 

The Panel has concluded that the 
available data are insufficient to permit 
final classification of the following 
claimed antirheumatlc active ingredients 
listed below. The Panel believes it rea¬ 
sonable to provide 3 years for the de¬ 
velopment and review of such data. 
Marketing need not cease during this 
Ume if adequate testing is undertaken. 
If adequate effectiveness and/or safety 
data arc not obtained within 3 years, 
however, the ingredients listed in this 
category should no longer be marketed 
in OTC products. 

Aluminum aspirin 
Antipyrine 

8a:salats (salic ytaalicy lie acid) 

a. Aluminum aspirin . The Panel con¬ 
cludes that aluminum aspirin is safe but 
that there ore insufficient data to deter¬ 
mine effectiveness as an OTC anti- 
rheumatic. 

(1) Effectiveness. No data on the ef¬ 
fectiveness of aluminum aspirin as an 
antirheumatlc were found or submitted 
to the Panel. 

12) Safety. The safety of aluminum 
aspirin has been discussed earlier in this 
document. <Sce part HI. paragraph 
B.3.a. (2) above—Safely.) No data on 
the safety of prolonged use of anti- 
rheum&iic doses arc available. 

♦ 3> Proposed dosage. There is no rec¬ 
ommended dosage except under the ad¬ 
vice and supervision of a physician. 

*4) Labeling. The Panel recommends 
the Category I professional labeling for 
antirheumatlc active ingredients. ‘See 
part V. paragraph B.l. above—Category 
I Labeling.) 

*5) Evaluation . Data to demonstrate 
effectiveness will be required in accord¬ 
ance with the guidelines set forth below 
for antirheumatlc drugs. In addition, the 


following information Is needed: Bio- 
availability studies of aluminum aspirin 
in man must show comparable blood 
levels of salicylates to those following 
administration of the standard, aspirin, 
as detailed below. (See part V. para¬ 
graph C. below—Data Required for 
Evaluation.) 

b. Antipyrine. The Panel concludes 
that there are insufficient data to deter¬ 
mine the safety and effectiveness of 
antipyrine as an OTC antirheumatic. 

(1) Effectiveness. No study has been 
found or submitted in w'hich the anti¬ 
rheumatic efficacy of antipyrine has 
been evaluated (Ref. 1). 

The effectiveness of antipyrine as an 
analgesic has been discussed earlier in 
this document. (See part m. paragraph 
B .3 b. < 1 * above—Effectiveness.) 

(2) Safety. The safety of antipyrine 
has been discussed earlier in this docu¬ 
ment. (See part HI. paragraph B.3.b. 
<2) above—Safety.) 

(3) Proposed dosage. There is no rec¬ 
ommended dosage except under the ad¬ 
vice and supervision of a physician. 

(4) Labeling. The Panel recommends 
the Category I professional labeling for 
antirheumatic active Ingredients. (See 
part V. paragraph B.l. above—Category 
I Labeling.) 

(5) Evaluation. Data to demonstrate 
effectiveness will be required in accord¬ 
ance with the guidelines set forth below 
for antirheumatlc drugs. <See part V. 
paragraph C. below—Data Required for 
Evaluation.) Data to demonstrate safety 
should include epidemiological studies 
which take into consideration the con¬ 
cerns of the Panel. Interested drug 
manufacturers should consult with the 
Pood and Drug Administration as to the 
design of such studies. The studies 
should consider pharmacogenetic factors 
and include several racial groups. 

RETERrNCTS 

(!) Woodbury, D. M. and E. Flngl. 
“Analgesic- An tlpyreUcs. Anti-Inflammatory 
Agents, and Drugs Employed in the Therapy 
of Oout,“ The Pharmacclogic Basis of Thera¬ 
peutics. 6th Ed.. Edited by Ooodman. L. 8. 
and A. Oilman, MacMillan, New York. pp. 
347-348. 1976. 

c. Salsalate isalicysalicytic acid >. The 
Panel concludes that salsalate (sallcyl- 
s&licylic acid) is safe but that there are 
insufficient data to determine effective¬ 
ness as an OTC antirheumatlc. 

(1) Effectiveness. No data is available 
either in the literature or in the submis¬ 
sion to evaluate the efficacy of salsalate 
as an antirheumatlc. 

(2) Safety. The safety of salsalate 
(sallcylsalicylic acid) has been discussed 
earlier in this document. (See part HI. 
paragraph B.3.d. (2) above—Safety.) 

<3) Proposed dosage. There is no rec¬ 
ommended dosage except under the ad¬ 
vice and supervision of a physician. 

(4) Labeling. The Panel recommends 
the Category' I professional labeling for 
antirheumatlc active ingredients. (See 
part V. paragraph B.l. above—Category 
I Labeling.) 

(5) Evaluation. Data to demonstrate 
effectiveness will be required in accord¬ 
ance with the guidelines set forth below’ 


for antirheumatlc drugs. (See part V 
paragraph C. below—Data Required for 
Evaluation.) 

Category HI Labeling 

The Panel recommends the Category 
I professional labeling for antirheumatlc 
active ingredients. ‘Sec part V. para¬ 
graph B.l. above—Category I Labeling i 

c. data required for evaluation 

The Panel finds the protocols recom¬ 
mended in* this document for the studies 
required to bring a Category HI drug 
into Category I in accord with the pres¬ 
ent state of the art and do not preclude 
the use of any advances or improved 
methodology In the future. 

1. Considerations in designing an ex¬ 
perimental protocol for testing anti- 
rheumatic drugs. General principles 
The Important considerations concern¬ 
ing design and interpretation of short 
term antirheumatlc assays are as fol¬ 
lows: The studies should be designed to 
test the anti-inflammatory activity of an 
ingredient, separate from any other ac¬ 
tion it may have. 

2. Determination of the patient pot¬ 
ato f ion. Patients with appropriate In¬ 
flammatory rheumatic diseases should 
be selected. They should be studied by 
disease groups. Patients with the same 
inflammatory rheumatic disease should 
be compared for the action of the in¬ 
gredient in significantly reducing the 
signs of the rheumatic disease. 

3. Test parameters for study. Patients 
should be grouped according to disease 
The studies should be double-blind cross¬ 
over in design with aspirin as the stand¬ 
ard drug and the patients treatment 
scheme should be randomized. Objective 
Indices of joint inflammation should be 
measured (Ref. 1), eg., grip strength 
measured by manometer, circumference 
of the proximal interphalangeal joints, 
measurement of the time taken to walk 
60 ft and the number of swollen or tender 
joints. 

Prior to carrying out an antirheumr.Mc 
assay, the appropriate statistical analysis 
should be defined. Unless the above 
points have been observed, any statistical 
analysis would only Impart a false sense 
of confidence in the results. 

4. Data interpretation. To establish 
Category I status for a Category HI in¬ 
gredient, the number of studies required 
for compounds for which safety is un¬ 
questioned and the number and types of 
studies required for compounds ques¬ 
tioned because of safety, will be the same 
as outlined for Category HI analgesic in¬ 
gredients. (See part III. paragraph C 
above—Data Required for Evaluation.) 

All data submitted to the Food and 
Drug Administration must present both 
favorable and any unfavorable results. 

5. Safety evaluation. An evaluation of 
the safety of an antirheumatlc ingredi¬ 
ent should be based on the same studies 
and observations discussed earlier in tills 
document for the safety evaluation of 
analgesics. (See part HI- paragraph 
C.5.—Safety evaluation.) 
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a Dick, W. C. ml-, 'Indices of InfUin- 
ma :y Activity," Annals of Rheumatic Dt- 
29 643-648, 1970. 

VI Adjuvant and Corrective Agents 

A. GENERAL DISCUSSION 

The Panel considered several nonanal- 
geelc ingredients as “active" because 
they were submitted as such pursuant to 
the notice published in the Federal Reg¬ 
ister of July 21. 1972 <37 FR 14633) and 
the Panel classifies these as adjuvant 
and or corrective agents because they 
may affect the activity or safety of the 
analgesic components <s> of the sub¬ 
mitted j reparation (s). 

The Panel is of the opinion that these 
ingredients, which are commonly found 
In marketed products, can be properly 
reviewed as a separate group, he., as com¬ 
ponents of a drug delivery system. Their 
activity either derives from or modifies 
the activity of the analgesic, antipyretic 
or anti rheumatic agents reviewed. More 
specifically, this group may be divided 
Into three categories to Include adju¬ 
vants, which may be directly or indi¬ 
rectly acting, correctives and excipients. 

The components of the drug delivery 
system can be defined as follows: 

1. Adjuvants. Adjuvants are agents 
which. In the amounts used, have no sig¬ 
nificant analgesic effect themselves but 
contribute to the therapeutic effect of 
the active agent either directly or indi¬ 
rectly. 

a. Direct acting. A direct acting adju¬ 
vant is one which enhances the pharma¬ 
cologic response directly by synergistic or 
additive effects at the site of action. For 
example, caffeine is added to some anal- 
teslc j reparations for this purpose. 

b. Indirect acting. An indirect acting 
adjuvant is one which does not have ef¬ 
fects at the site of action, but indirectly 
Increases the activity of the active 
agent is) of the preparation by modify¬ 
ing the disposition (absorption, metabo- 
Ilarr.. excretion or distribution) of the 
active agent. Examples include benzoic 
add and salicylamide, which are claimed 
to compete for metabolizing systems af¬ 
fecting the elimination (benzoic acid) or 
absorption (salicylamide) of aspirin. 
Buffering systems may act as an indi¬ 
rectly acting adjuvant by increasing the 
rate oi absorption of salicylates. 

2. CorrecMres. A corrective is an agent 
m the drug delivery system intended to 
reduce some undesirable effect of the 
therainnitically active agent. An exam¬ 
ple would be the addition of buffering 
agents to aspirin formulations to reduce 
the incidence of gastric distress. 

3 £rcfpJentf. In the course of the 
manufacture of the finished dosage 
form, many Inert ingredients are re¬ 
quired. such as starch or other agents 
to aid disintegration, or magnesium ste- 
as a lubricant in the table ting 
Proccj*. Not only should these agents be 
£*rt Pharmacologically but inactive 
jrocj the point of view of adversely af- 
[*Uug the rate and extent of the ab- 
of the active agents. It is im¬ 
portant to recognize that some of the 
■gent* above may have effects relating 


to two components, for example, buffer¬ 
ing agents may be added to serve as an 
indirectly acting adjuvant to enhance 
absorption rate of aspirin or as a correc¬ 
tive to decrease the incidence of gastro¬ 
intestinal adverse effects of aspirin. In 
these cases each effect should be con¬ 
sidered as a separate claim since the 
mechanism of action and the clinical 
endpoint are likely to be different. 

B. CATEGORIZATION OF DATA 

1. Antacid or buffering ingredients. 
The Panel has classified the following as 
tngredients of buffering systems for use 
as antacids or correctives: 

Amlnoaoetlc acid (glycine, glycocoli) 
Calcium carbonate 

Calcium phosphate dibasic < monocalclum 

phosphate) 

Citric acid 

Dlhydroxyalumlnum amlnoacetate (alumi¬ 
num glyclnate) 

Dlhydroxyalumlnum sodium carbonate 
Dried aluminum hydroxide gel 
Magnesium carbonate 
Magnesium hydroxide 
Sodium bicarbonate 
Sodium carbonate 

The Panel notes that these ingredients 
arc generally recognized as safe and ef¬ 
fective antacid active ingredients and 
are identified in t 331.il of the OTC ant¬ 
acid monograph. 

The Panel finds that there are three 
major types of marketed products con¬ 
taining these ingredients that have been 
submitted to the review: 

MARKETED PRODUCTS CONTAINING ANALGE¬ 
SIC COMBINED WITH ANTACID OR BUFFER¬ 
ING INGREDIENTS 

Analgesic-antacid products. Products 
containing nonsalicylate ingredients 
combined with antacids. 

Buffered aspirin products. Products 
containing aspirin combined with buf¬ 
fering ingredients 'correctives). 

Highly buffered aspirin for solution . 
Products containing aspirin combined 
with antacids. 

a. Products containing nonsalicylate 
ingredients combined with antacids. One 
group consists of products containing an¬ 
algesic, antipyretic and/or antirheu¬ 
matic active ingredients combined with 
these antacid agents in such quantities 
that they can be classified as antacids 
pursuant to the OTC antacid mono¬ 
graph. Such marketed combination 
products arc not only labeled as anal¬ 
gesics (for "headache" "pain", etc.) be¬ 
cause of their analgesic ingredients) 
but are also labeled as antacids (for 
"heartburn", "sour stomach", etc.) be¬ 
cause they also contain effective ant¬ 
acids. 

The Panel concludes that such com¬ 
binations are appropriate provided they 
contain nonsalicylate Ingredients and 
satisfy the standards established by the 
Panel for combination products. (See 
part II. paragraph 0.4.g. above—Stand¬ 
ards for Category I combination prod¬ 
ucts.) Each claimed antacid Ingredient 
must be generally recognized as safe and 
effective as an antacid and be identified 
in 1331.11 of the OTC antacid mono¬ 
graph. Labeling for concurrent symp¬ 


toms may include "For the temporary 
relief of occasional minor aches, pains 
and headache, and for the reduction 
of fever, and for acid Indigestion". 

b. Products containing aspirin com¬ 
bined with buffering ingredients t cor- 
reettves). Another major group of mar¬ 
keted products contain these agents com¬ 
bined with aspirin. These products are 
identified as "buffered aspirin" if the 
finished product contains at least 1.9 
mEq of acid neutralizing capacity per 
325 mg »5 gr) aspirin. These agents are 
employed to reduce the local irritant ef¬ 
fects of aspirin which have been exten¬ 
sively discussed earlier in this document. 
• See part III. paragraph B.l.a.(2) <ii> 
above—Adverse effects on the gastroin¬ 
testinal tract.) Buffered aspirin products 
are labeled as an analgesic <for "head¬ 
ache". "pain", etc.) accounting for the 
recognized activity of aspirin, but in ad¬ 
dition. are labeled with terms such as 
"buffering agents to help make the pain 
reliever more gentle to the system", or 
"helps prevent the stomach upset often 
caused by pain aspirin". The Panel has 
discussed such labeling more fully below. 
(See part VI. paragraph B.l.d. below— 
Labeling claims for marketed products 
containing analgesics combined with 
antacid or buffering ingredients.) 

Buffered aspirin is defined in tills doc¬ 
ument as a solid dosage form which con¬ 
sists of aspirin plus a sufficient quantity 
of alkaline buffers to significantly in¬ 
crease the dissolution rate of the product 
relative to a standard aspirin tablet 
without necessarily Increasing the pH of 
the gastric fluid. The Panel recommends 
that specific standards be established, 
through appropriate testing procedures, 
that each product shall meet in order to 
be recognized as a safe and effective 
"buffered aspirin" preparation. 

The Panel concludes that aspirin tab¬ 
lets mav be labeled as "buffered aspirin" 
providing thev meet the following mini¬ 
mum requirements: Each dosage unit 
contains antacid active Ingredients 
identified in 1331.11 of the OTC ant¬ 
acid monograph such that the finished 
product contains at least 1.9 mEq of 
acid neutralizing capacity per 325 mg 
<5 gn aspirin and results in a pH of 3.5 
or greater at the level of the initial 10- 
minute period as measured by the 
method established in f 331.25 of the 
OTC antacid monograph. 

The product should have dissolution 
characteristics equivalent to the buffered 
aspirin tablet that has been used In most 
comparative clinical studies (Refs. 1 
through 6). The dissolution test used 
should be capable of detecting significant 
differences in the initial rate of dissolu¬ 
tion which correlates with the in vivo 
rate of absorption. This problem of de¬ 
vising suitable dissolution methodology 
is likely to involve significant experi¬ 
mental development to establish In vitro/ 
in vivo correlations and is therefore, be¬ 
yond the scope of this Panel The condi¬ 
tions of the dissolution tests should be 
established by the appropriate compen¬ 
dial and/or Governmental Agency. A 
tentative methodology is described below' 
for illustrative purposes. <See part VI. 
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paragraph C.l.b. below—Aspirin (plain 
and buffered > tablet dissolution testing 
procedure.) While these are desirable 
formulation characteristics, the Pane) 
has placed claims relative to these effects 
in Category HI because of the potential 
of these statements to mislead the gen¬ 
eral public. Evaluation of individual 
claims is necessary to assure that the 
claims do not imply that Increased rate 
of absorption has been proven to result 
in improved clinical effectiveness or that 
decreased incidence of gastric distress is 
significant for most people or that in¬ 
creased incidence of recurring gastric 
distress following aspirin ingestion in a 
small set of patients implies greater 
safety from serious gastrointestinal ef¬ 
fects associated with aspirin products. 

Current evidence Indicates that prop¬ 
erly formulated preparations, those 
meeting the proposed antacid and dis¬ 
solution standards, can be expected to 
< l) increase the rate of absorption of as¬ 
pirin relative to a plain aspirin tablet; 
and (2) decrease the incidence of sub¬ 
jective gastric intolerance in some of 
the relatively small percentage of per¬ 
sons in the general population who reg¬ 
ularly experience gastric Intolerance 
with OTC doses of plain aspirin tablets. 

In the presence of buffers, an Increase 
In dissolution rate of Aspirin tablets has 
been demonstrated. Even though the 
amount of buffer in buffered aspirin tab¬ 
lets is not sufficient to markedly affect 
the pH of gastric fluids, it does increase 
the pH immediately around the dissolv¬ 
ing particles causing an increased rate 
of dissolution of aspirin from the parti¬ 
cles (Refs. 7 through 9). Since dissolu¬ 
tion is usually the rate-limiting process 
for gastrointestinal absorption of salicy¬ 
lates given in solid dosage form, the 
greater dissolution rate of aspirin In the 
presence of buffers results In a more 
rapid rate of absorption (Ref. 10). How¬ 
ever. other aspirin formulation varia¬ 
bles. such as the tablet compression and 
choice of tablet excipients, can also have 
significant effects on the rate of dis¬ 
solution of aspirin (Refs. 7 and 8). Thus, 
the inclusion of buffering agents alone 
will not necessarily result in an increase 
in the dissolution rate and, therefore, 
the absorption rate of aspirin. Buffered 
aspirin tablets with slower rates of disso¬ 
lution than plain aspirin tablets have 
been reported (Refs. 7 and 8). There¬ 
fore, it is important to evaluate the ac¬ 
tual dissolution rate of products claim¬ 
ing rapid absorption. The Panel believes 
that a suitably designed dissolution test 
would obviate the necessity of requiring 
in vivo blood level studies for all buffered 
aspirin products in order to establish 
increased absorption rate. It should be 
noted that a clear relationship between 
absorption rate and clinical effects 'on¬ 
set. intensity or duration of clinical ef¬ 
fects) has not been definitively estab¬ 
lished. (See part II. paragraph J.4.e. 
above—Onset, duration and intensity of 
pharmacologic effects.) 

Buffered aspirin has been claimed to 
reduce subjective symptoms of gastric 
intolerance (dyspepsia, stomach upset, 
gastric distress, etc.) associated with as¬ 


pirin ingestion. The evaluation of this 
claim is difficult because the overall 
number of persons who regularly ex¬ 
perience subjective symptoms of gastric 
distress is relatively small in the gen¬ 
eral population. However, the evidence 
seems to indicate that some individuals 
in this small subset of the general popu¬ 
lation may experience less gastric intol¬ 
erance with some buffered aspirin tab¬ 
lets compared to plain aspirin tablets. 

Shcr (Ref. 1) compared buffered as¬ 
pirin, unbuffered aspirin and aspirin- 
phcnacetln-caffeine products in a pris¬ 
oner population. Twenty-nine percent 
or 476 of the total population of 1.629 
prisoners reported a previous history of 
gastric intolerance to aspirin products. 
The effects of the 3 types of aspirin 
products were studied in 236 of these 
476 prisoners. The 236 prisoners in this 
“double-blind” study were selected at 
random. Shcr claims that 94 percent of 
these 236 subjects had one or more com¬ 
plaints of gastric intolerance during the 
study. “Severe” reactions were encoun¬ 
tered more often writh an aspirln-phen- 
acetin-caffelne combination (33 per¬ 
cent) and with aspirin alone (18.3 per¬ 
cent) than with buffered aspirin (3.9 
percent). 

Paul (Ref. 3) also claimed that buf¬ 
fered aspirin produced less gastric dis¬ 
tress. 

Fremont-Smfth (Ref. 2) found 70 per¬ 
cent of patients who were intolerant to 
unbuffered aspirin could take buffered 
aspirin and 30 percent were intolerant to 
both forms. 

Unpublished double-blind, crossover, 
multiple dose studies by Paul (Ref. 4) 
submitted to this Panel provide evidence 
that a buffered aspirin tablet and highly 
buffered aspirin tablet may produce less 
Incidence of gastric intolerance than 
either unbuffered aspirin tablets or a 
product containing aspirin and caffeine 
when multiple doses are administered. 

Some Investigators have failed to show' 
a difference between buffered and un¬ 
buffered aspirin in controlled studies. 
Batterman (Ref. 5) used a crossover 
double-blind technique In ambulatory 
and hospitalized patients who received 
repeated doses for 1 day. 1 week. 1 to 3 
wrecks and greater than 5 weeks. Intoler¬ 
ance increased writh duration of therapy 
for both preparations with no significant 
difference between the two. There Is a 
question whether the tablets used in this 
study were representative of the usual 
marketed preparations used in most 
other studies in the literature. 

Cronk (Ref. 6> states that in a well- 
controlled study only 8 of 397 patients 
showed gastric intolerance with no dif¬ 
ference between buffered aspirin or plain 
aspirin. Patients who experienced Intol¬ 
erance to regular aspirin did not com¬ 
plain when repeatedly given unidentified 
aspirin. These latter two studies did not 
evaluate large numbers of patients usu¬ 
ally intolerant to aspirin and the authors 
did not demonstrate the sensitivity of 
their method. 

Thus, the evidence although appar¬ 
ently conflicting seems to indicate that 
buffered aspirin produces a lower inci¬ 


dence of gastric Intolerance in some 
patients but not in all patients who ex- 
hlbit gastric intolerance with regular 
aspirin products. The number of patter, ts 
who might benefit from buffered aspirin 
compared to standard aspirin is prob«oly 
small. «Sce part HI. paragraph B.l a 2» 
(U) above—Adverse effects on the gas¬ 
trointestinal tract.) 

The results of a study on subjective 
gastric intolerance obtained with & given 
buffered aspirin product cannot neces¬ 
sarily be extrapolated to all other butt¬ 
ered aspirin products. It is not dear 
whether an observed decrease in gastric 
distress Is related to the buffering effect 
on the pH of the microenvironment sur¬ 
rounding the dissolving particles, an In¬ 
creased dissolution rate, or both. How¬ 
ever. it is the opinion of the Panel that 
claims of less gastric intolerance if valid 
for one buffered product would also be 
Justified for other buffered aspirin tab¬ 
lets which contain the same neutralizing 
capacity and show similar dissolution 
characteristics and appropriately de¬ 
signed dissolution procedures as deter¬ 
mined by this Panel. 

Evaluation of Individual formulations 
is beyond the scope of the Panel's review 
It is the Panel's opinion that if a buffered 
aspirin formulation meets the require¬ 
ments for buffer capacity and dissolution 
rates outlined above, the claims de¬ 
scribed below may be used. (See part VI. 
paragraph BJ.d. below*—Labeling claims 
for marketed products containing anal¬ 
gesics combined with antacid or buffer¬ 
ing ingredients.) 

In spite of this apparent superiority in 
terms of blood salicylate studies ther* is 
no evidence on the basis of controlled 
clinical analgesic assays that buffered or 
highly buffered aspirin provides a mere 
rapid onset, a greater peak intensity, or 
a more prolonged duration of analgesia 
than unbuffered aspirin (Ref. 9). 
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c. Products containing aspirin com¬ 
bined with antacids— 1 1) Introduction. 
Highly buffered aspirin for solution con¬ 
tains a sufficient quantity of buffers to 
conform to the specifications for antac¬ 
ids t ablished In the antacid monograph 
(21 OFR Part 331) and therefore, will 
Increase the pH of the gastric fluid. Such 
pn icte. which have a neutralizing ca¬ 
pacity of at least 20 mEq of hydrochloric 
acid have been shown to significantly 
decrease gastric occult bleeding that re¬ 
sults from the direct effects of aspirin on 
the gastric mucosa. Such products also 
have the most rapid rate of aspirin ab¬ 
sorption. The Panel notes that there ic 
current OTC marketing of aspirin com¬ 
bined with antacids for use as an effer¬ 
vescent solution with labeling for use in 
the symptomatic relief of concurrent 
symptoms requiring both an antacid and 
an analgesic-antipyretic. 

The Panel finds it irrational to include 
aspirin with any antacid preparation in¬ 
tended to provide claims for an antacid 
effect, e.g~ “For the treatment of heart- 
bum. sour stomach and acid Indiges¬ 
tion *. since aspirin in any dosage form 
eg tablet, highly buffered aspirin solu¬ 
tion. etc*, can potentiate symptoms of 
peptic ulcer, occult bleeding and In some 
pmlp posed Individuals massive gastro¬ 
intestinal bleeding. The serious adverse 
effects of aspirin on the gastrointestinal 
tract occur more frequently in individ¬ 
uals who have existing gastrointestinal 
disorders which are often characterized 
by tip recurring gastric symptoms de¬ 
scribed above. 

Therefore, the Panel concludes that it 
is rational to market such an aspirin 
product for use only as an analgesic - 
antipyretic and not for concurrent symp¬ 
tom: requiring an antacid. The Panel 
ha, identified such products as highly 
buffered aspirin for solution. The Panel 
ha* discussed products as highly buff¬ 
ered aspirin for solution. The Panel has 
discus^ the basis for these conclusions 
that imy potential increased analgesic 
benrtfus derived from combining aspirin 
and an antacid for concurrent symptoms 
b not Justified by the increased risk of 
wrious adverse effects in this popula¬ 
tion relative to other analgesic ingredi¬ 
ent? tint are available to the target pop¬ 
ulation ‘ See part III. paragraph B.Ijl 
< 2><!i> above—Adverse effects on the 
lostrointestinal tract) 

The highly buffered aspirin for solu¬ 
tion products discussed above contain 
upirtj. rombined with antacid active in- 
identified in $ 331.11 of the 
OT</ antacid monograph such that the 
nnuhed product contains at least 20 mEq 
of acid neutralizing capacity per 325 mg 

5 aspirin and results In a pH of 3.5 
or greater at the level of the initial 10- 
aunute period as measured by the 
method established In *33135 of the 
urc antacid monograph. These prod- 
shall be identified as “highly buff¬ 


ered aspirin for solution** or as “specially 
buffered aspirin** with labeling only as 
an analgesic and/or antipyretic. 

The Panel is limiting claims for these 
products to “For the temporary relief of 
occasional minor aches, pains and head-* 
ache, and for the reduction of fever**. In 
addition, claims such as “Provides in¬ 
gredients that may prevent the stomach 
upset that plain aspirin occasionally 
causes**, and/or “Oets to the bloodstream 
faster than plain aspirin**, are possibly 
more valid for highly buffered aspirin 
products for solution than for buffered 
aspirin tablets. However, these claims 
would carry the same benefit to risk con¬ 
siderations for highly buffered aspirin 
for solution as for other buffered aspirin 
preparations and must therefore be con¬ 
sidered as Category in. 

Currently marketed highly buffered 
aspirin for solution preparations arc 
claimed by the drug manufacturer to 
be safe for self-medication by individ¬ 
uals with symptoms of stomach distress, 
indigestion and heartburn and to be safe 
for occasional use for relief of concur¬ 
rent symptoms requiring both an antacid 
and an analgesic, both for individuals 
with normal gastrointestinal function 
and those who may have peptic ulcer. 
The following statements have also been 
made by them (Refs 1 and 2) : 

Evidence Le presented Indicating that blood 
low occurring after the ingestion of aspirin, 
whether occult or overt, U due to the action 
of unionised aspirin In altering the gastric 
mucosal barrier, permitting back diffusion of 
aspirin Into the gastric mucosa In the ab¬ 
sence of these events there will be no blood 
loss from aspirin . . . data are also presented 
which demonstrate that blood loss occurring 
after the ingestion of aspirin is due not only 
to the action of uulonlxed aspirin In break¬ 
ing the gastric mucosal barrier bttt in the 
absents of acid there will be no blood loss 
from the stomAch (and] The conclusion that 
individuals with peptic ulcer (whether or 
not diagnosed) are not at risk from highly 
buffered aspirin is founded on the demon¬ 
strated evidence that (highly buffered aspirin 
solution | does not initiate acute gastric 
erosions 

It is therefore argued by the drug man¬ 
ufacturer that this type of product is 
safe by virtue of special properties con¬ 
ferred by the highly buffered aqueous 
drug delivery form which obviates the 
acid-mediated local effects of aspirin on 
the gastric mucosa. It is alleged that as¬ 
pirin contributes to both occult and mas¬ 
sive bleeding through only these acld- 
mediated local effects (Refs. 1 through 
4K 

The Panel concludes that there is evi¬ 
dence that highly buffered aspirin solu¬ 
tions will reduce, but not eliminate the 
acute gastric erosions and occult blood 
loss produced by the local effects of as¬ 
pirin in experimental animals and Indi¬ 
viduals with no predisposing gastroin¬ 
testinal disease. However, there is no 
valid clinical evidence to support the 
claim that highly buffered aspirin for 
solution has significantly less potential 
to induce major gastrointestinal hem¬ 
orrhage in patients with preexisting gas¬ 
trointestinal lesions which the Panel be¬ 
lieves includes mechanisms other than 
the acid-media ted local mechanisms in¬ 


volved in the production of occult bleeding 
in normal subjects. Major gastrointesti¬ 
nal bleeding produced by aspirin Is fre¬ 
quently associated with recurring gastric 
distress and a history of peptic ulcer, 
gastritis or previous episodes of gastro¬ 
intestinal hemorrhage. 

Contrary to the assertions in the data 
submitted by the manufacturer, there is 
no evidence to support their arguments 
that aspirin acts through only one single 
localized mechanism. In fact, the sub¬ 
mitted studies and references support the 
view that several different mechanisms 
may be involved in the potentiation of 
bleeding from acute lesions by the local 
and/or systemic effects of aspirin and 
salicylates on hemostasis as well as on 
mucosal blood flow. These lesions are 
not only* caused by aspirin In the pres¬ 
ence or absence of gastric acid but may 
also be caused by other factors. 

The claims for highly buffered aspirin 
solutions have been quite controversial. 
The Panel in its examination of these 
claims has had the advantage of exten¬ 
sive information from recent reviews, in¬ 
cluding the conclusions of the OTC Ant¬ 
acid Advisory Panel’s review of the evi¬ 
dence for this claim (Ref. 5). and also of 
the hearings and individual reactions to 
published conclusions of others (Refs. 6, 
7. and 8>. The Panel has also had the ad¬ 
vantage of several new epidemiological 
(Refs. 9 And 10) and experimental 
studies (Refs. 11 through 13) not re¬ 
viewed by previous groups which support 
the concept that major gastrointestinal 
bleeding involves multiple mechanisms, 
and that highly buffered aspirin prepara¬ 
tions can induce bleeding. 

The Panel has also reviewed all avail¬ 
able epidemiological data Implicating 
highly buffered aspirin solution prepara¬ 
tions from the above point of view that 
several mechanisms are Involved. Many 
of the inconsistencies in the arguments 
used in the drug manufacturer’s submis¬ 
sion are resolved by the concept that as¬ 
pirin in any dosage form can potentiate 
massive bleeding In certain individuals 
with existing “primed” (ready to bleed or 
slightly bleeding) bleeding sites. 

Based upon the total evidence now 
available to the Panel, it concludes that 
the evidence is insufficient to substanti¬ 
ate the claims that buffered or highly 
buffered aspirin solution is safe for use 
in patients who should not take regular, 
unbuffered (plain) aspirin. Furthermore, 
based upon current knowledge of high 
risk groups such as individuals who drink 
alcohol excessively, the benefit to risk 
ratio for individuals with symptoms of 
gastric distress, particularly with con¬ 
comitant headache, does not warrant the 
use of in anv dosaee form. There¬ 

fore. the Panel does not recommend any 
exception to the current proposed label¬ 
ing warning which states: “Caution: Do 
not take this product If you have stomach 
distress, ulcers or bleeding problems ex¬ 
cept under the advice and supervision of 
a physician * 

The Panel’s conclusions, which are 
discussed more fully below, are based in 
part on a thorough evaluation of all 
submissions that support the concurrent 
antacid-analgesic claims, including the 
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arguments relating to assumptions on 
the mechanism of aspirin-induced bleed¬ 
ing and the properties of highly buffered 
aspirin for solution preparations on ani¬ 
mal and clinical experimental studies, 
including published and unpublished 
studies on occult bleeding in normal and 
peptic ulcer patients; on the analysis of 
published epidemiological studies; and 
on marketing experience data. 

(2) Arguments submitted to the Panel 
to support concurrent analgesic •antacid 
labeling claims for highly buffered aspirin 
for solution. All arguments given in the 
extensive materials provided to the Panel 
directly relate to the following basic con* 
tentions: (i) The acid-mediated single 
mechanism theory. The first contention 
relates to the primary mechanism In¬ 
volved in the gastric damage produced 
by aspirin. It is asserted that massive 
bleeding, erosive gastritis and occult 
(unseen) bleeding, all result from the 
same (universal) gastric acid-mediated 
(Davenport) mechanism and only this 
single mechanism is involved. According 
to this mechanism, the presence of gas¬ 
tric acid is required for aspirin to pro¬ 
duce the primary lesion involved in mas¬ 
sive or occult bleeding. The primary 
lesion must be produced by the absorp¬ 
tion of unionized aspirin into the muco¬ 
sal cell and at some critical concentra¬ 
tion increases the permeability of the 
gastric barrier which facilitates back flux 
of hydrogen ion to produce subsequent 
erosion and hemorrhage. This postulate 
is referred to by the Panel as the ‘"acid- 
mediated single mechanism theory/* 

<ii> The alleged distinctive properties 
of highly buffered aspirin for solution. 
The second contention relates to pro¬ 
posed properties of highly buffered as¬ 
pirin solutions. It is asserted that the 
direct effects of aspirin, and therefore 
gastric bleeding, are not possible with 
highly buffered aspirin for solution be¬ 
cause in these solutions only sodium ace- 
tylsal icy late, which is chemically and 
pharmacologically distinct from aspirin, 
is present. Acetylsalicylate. the ionized 
form of aspirin, is not absorbed into the 
mucosal cell. Therefore, critical concen¬ 
trations are not reached in the cell for 
local effect. Also, the gastric acid is neu¬ 
tralized. and therefore, hydrogen ion is 
not available to damage the mucosa, thus 
erosion and massive bleeding cannot 
occur. 

The Panel concludes that submitted 
and published experimental information 
which is discussed in more detail below 
does not support any of these conten¬ 
tions. In the evaluation of statements In 
the extensive submissions to the Panel, 
it found that in the Anal analysis, the 
validity of the claim for use of highly 
buffered aspirin for solution preparations 
for concurrent symptoms, i.e.. for use as 
an antacid and analgesic, is dependent 
on an unproven argument that there is 
only one single mechanism involved in 
massive bleeding. Virtually all other ar¬ 
guments in the submission are dependent 
upon the validity of the “acid-mediated 
single mechanism theory.’* 

(3) Data submitted to the Panel to 
support concurrent analgesic-antacid la¬ 
beling claims for highly buffered aspirin 


for solution. The acid-mediated single 
mechanism theory has been the basis of 
the additional sequence of arguments 
which have been used to Justify the pro¬ 
posed use of highly buffered aspirin for 
solution products in individuals with 
stomach distress, gastritis, peptic ulcer, 
etc. 

(I) The allegation that occult bleeding 
studies demonstrate the safety of highly 
buffered aspirin for solution. In the data 
submitted to the Panel, it is contended 
that since aspirin-induced massive bleed¬ 
ing and occult bleeding involve the same 
mechanism, studies of occult bleeding arc 
adequate to establish safety relative to 
major (massive) gastrointestinal bleed¬ 
ing <Hcfs. 1,2. and 3». 

This assertion is the basis of the use 
of occult bleeding studies In normal sub¬ 
jects and experimental animals in place 
of clinical studies. The Panel finds that 
this assertion and the use of these studies 
are not consistent with available experi¬ 
mental evidence. Occult blood studies in 
normal subjects do not serve as good 
models for the effects of aspirin In 
“primed” individuals with preexisting 
gastrointestinal pathologies and poten¬ 
tially bleeding acute lesions. 

<ll> The contention of the absence of 
highly buffered aspirin for solution asso¬ 
ciated erosion and occult bleeding. In the 
data submitted to the Panel, it is con¬ 
tended that because highly buffered as¬ 
pirin for solution does not produce ero¬ 
sion or occult bleeding, it is safe for use 
in individuals with a history of signs and 
symptoms Including gastric distress, gas¬ 
tritis, peptic ulcer or massive bleeding 
(Refs. 2 and 3). 

All initial experimental studies with 
highly buffered aspirin for solution sub¬ 
mitted to the Panel involved short-term 
use of the product in normal subjects or 
animals in which no increased occult 
blood loss was claimed as proof of safety 
for highly buffered aspirin for solution 
(Refs. 1 and 2>. However, upon the re¬ 
quest by the Panel for information on 
occult blood loss in humans or animals 
with existing lesions, new information 
was obtained showing that when pre¬ 
existing lesions were present, occult blood 
loss after highly buffered aspirin for so¬ 
lution use was actually Increased (Reis. 
11. 12 and 14). 

(Ill* The argument against aspirin- 
associated massive bleeding in the ab¬ 
sence of gastric erosion. In the data sub¬ 
mitted to the Panel. It Is contended that 
since aspirin-Induced massive bleeding 
and gastric erosion occur only through 
acid-mediated gastric erosion, any cases 
of massive bleeding not involving as¬ 
pirin-induced acute erosion cannot be 
considered to have been caused by as¬ 
pirin (Refs. 3, 15, and 16). 

This argument is used to dismiss the 
few epidemiological studies which have 
specifically considered highly buffered 
aspirin for solution preparations as a 
separate class and found them associ¬ 
ated with cases of massive bleeding to 
the some extent as regular aspirin prep¬ 
arations (Refs. 15 and 16). 

The Panel concludes that the studies 
of Brown and Mitchell <Ref. 15) and 
Jennings (Ref. 16), which were criticized 


by Langman (Ref. 17> on the basi: of 
the above invalid argument, actually 
support the conclusion that highly buff¬ 
ered aspirin for solution like other as¬ 
pirin formulations can potentiate mas¬ 
sive bleeding from existing lesions in in¬ 
dividuals with a variety of gastrointenu- 
nal disorders. 

The Panel concludes that several types 
of evidence (experimental and epidemi¬ 
ological) clearly show that the effects 
of aspirin cannot be totally explained 
by one mechanism and that the arid- 
modiated acute lesion produced by aspi¬ 
rin is not the onlv mechanism by which 
aspirin can contribute to massive blad¬ 
ing (Refs. 4. 9 through 12. 14. 18. and 
19). There is good evidence that all aspi¬ 
rin products can precipitate bleeding 
from existing acute lesions. 

The Panel finds that there is conua- 
slve evidence that aspirin can and does 
produce acute erosions and occult bleed¬ 
ing by the acid-mediated mechanism, 
but that gastric acid is not essential for 
all local effects of aspirin. The Panel 
also concludes that in view of the evi¬ 
dence now available It is imoossiblf and 
illogical to attempt to explain all effects 
of aspirin on the gastrointestinal tract 
by a single mechanism in which the ef¬ 
fect must involve a lesion produce/ by 
aspirin mediated through gastric acid. 

Thus, the Panel concludes that aspirin 
in any form can potentiate major gas¬ 
trointestinal bleeding in certain individ¬ 
uate with new or preexisting mucosal le¬ 
sions. The bleeding lesions may be either 
caused by aspirin in some cases, or by 
other factors (alcohol, stress, gastroin¬ 
testinal disease) and may be simply 
triggered or potentiated by aspirin Tnis 
mechanism «s> explains and correlates 
many otherwise inconsistent clinical and 
experimental observations 

(4) Analysis of data submitted :o fhe 
Panel —<i) Evidence for and against a 
universal acid-mediated mechanic' A 
recent submission on highly buffered as¬ 
pirin for solution «Ref. 3> Ulustr&u the 
sequence of invalid reasoning repeti'ive- 
ly used to show that highly buffered 
aspirin for solution cannot produce mas¬ 
sive bleeding. The argument that mas¬ 
sive gastrointestinal bleeding must orrur 
from erosions caused by aspirin is dis¬ 
cussed in the submission to reinforce 
arguments given in previous subnu 1 ons 
(Refs. 1 and 2). The recent subm: n 
states: “For massive gastrointe mil 
bleeding to occur in response to aspirin, 
there must be sufficient erosions of the 
gastric mucosa.” Information is also 
summarized in the submission to show 
that aspirin can cause gastric erosions 
and that the direct effect of aspirin is 
consistent with the acid-mediated Dav¬ 
enport mechanism. The Panel notes that 
it is unwarranted to conclude that be¬ 
cause (a) erosions are needed for bleed¬ 
ing. ib) aspirin causes lesions, and ‘d 
aspirin can act through the acid-medi¬ 
ated Devenport mechanism, that there¬ 
fore. all gastric bleeding Involves ero¬ 
sions produced by the Davenport mech¬ 
anism. Such a conclusion assumes that 
there is evidence that only one possible 
mechanism exists for each of the three 
observed events. 
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It is stated (Ref. 3 > that "Dagradi et al. 
cc m firmed that aspirin is capable of caus¬ 
ing massive gastrointestinal bleeding be¬ 
cause of its ability to initiate acute gas¬ 
tric erosions". They further state that 
erosions will be prevented if acid is eli¬ 
minated from the stomach and cite ani¬ 
mal : tudics to support this statement 
as follows: “Evidence that there is only 
a single mechanism whereby aspirin 
may produce gastric damage and blood 
loss Is the fact that • • • even under 
renditions where aspirin will produce 
severe hemorrhage erosions, these ero¬ 
sions will be prevented from occurring 
if conditions are varied by eliminating 
the presence of acid in the stomach," cit¬ 
ing the animal studies of Brodie and 
Chase (Refs. 20 and 21 > and Dogle et al. 
<Ref. 22 > and concluding that “regard¬ 
less of the severity of the gastric damage 
or bleeding response, the presence of acid 
hi the stomach is an essential element 
for this to occur" ■ Ref. 2 ). 

Finally the submission (Ref. 3) quotes 
Cooke (Ref. 23) who reiterates the key 
argument that only one mechanism is 
involved with all adverse aspirin effects 
on the gastrointestinal system: "Fi¬ 
nally. the basis of aspirin damage to the 
gastric mucosa, i.e,. erosions, occult and 
overt bleeding is the presence of acid in 
the lumen of the stomach." 

However, the animal studies of Brodie 
and Chase <Refe. 20 and 21 > and Dagle 
et al. »Ref. 22> clearly show that gastric 
arid is not required for aspirin to pro¬ 
duce gastric erosions. 

As noted above, even if each statement 
regarding experimentally observed phe¬ 
nomena were valid, the Panel concludes 
that it is not valid to extrapolate that 
each event is causally related to each 
other to the exclusion of all other pos¬ 
sible contributing or causal factors. 

In the Panel’s review of the data of 
Dagradl et al. (Ref. 24>. the Panel agrees 
Uut. indeed, evidence is provided that 
would support the contention that 
aspirin may cause massive bleeding by 
virtue of initiating acute gastric erosions. 
However, this same study also provides 
evidence that aspirin may precipitate or 
potentiate bleeding from lesions that 
were quite unlikely to have been caused 
by the acute effects of aspirin. 

Thus, the basic fallacy in virtually all 
arguments given in the submissions is the 
unproven, and in the Panel’s opinion, 
highly unlikely argument that aspirin 
cun i a use massive gastric bleeding only if 
M inn directly produces the acute 
bleeding lesion (with the further con¬ 
straint that aspirin can produce the 
le.sron only through the acid-mediated 
mechanism). 

There arc now several lines of recent 
evidence which strongly indicate that 
massive bleeding related to aspirin in¬ 
sertion does not involve only one type 
of acute gastric erosion but several types, 
of which may have been present be¬ 
fore aspirin was administered. These 
Potentially bleeding erosions may have 
caused by a variety of initiating 
lac tors, including stress, alcohol and in¬ 
action, as well as aspirin and other 
dnjga. 


Although morphologically different, 
these lesions have the same clinical 
characteristics and prognosis in cases of 
massive bleeding. These lesions may be 
chronic or acute, gastric or intestinal, 
and involve excessive secretion or the 
absence of gastric acid (Refs. 24 and 25). 
The feature they have in common, how¬ 
ever. is an abraded mucosa with an ex¬ 
posed engorged capillary bed which by 
virtue of the unique vascular arrange¬ 
ment are very prone to on oozing type 
of bleeding dependent on platelet plugs 
for hemostasis (Ref. 26). The Panel has 
discussed the effects of aspirin on plate¬ 
let aggregation and hemostasis elsewhere 
in this document. (See part III. para¬ 
graph B.la.(2) (i) (c) above—Relation¬ 
ship between systemic platelet effects 
and gastrointestinal bleeding. > There Is 
now considerable evidence that the pri¬ 
mary effects of aspirin on these lesions 
is a prolonged impairing effect on hemo¬ 
stasis involving irreversible platelet dam¬ 
age and there may possibly be other ef¬ 
fects on the microcirculation, although 
this has not been proven. 

The submission dismisses the effect of 
aspirin on hemostasis as a factor in mas¬ 
sive bleeding on the basis of the study by 
Leonards and Levy (Ref. 27) who showed 
that aspirin given intravenously in¬ 
creased template bleeding time but did 
not increase occult bleeding. The lack of 
correlation between bleeding time and 
occult blood loss has also been noted by 
the Panel. 4 See part III, paragraph B.l.a. 
<2)(ii>(e) above—Occult bleeding.) 

The use of this study as evidence to 
conclude that the systemic aspirin hemo¬ 
static effect does not relate to massive 
bleeding, again results from the unwar¬ 
ranted adherence to the unproven single 
acid-mediated mechanism theory- "This 
conclusion is again not valid unless it is 
assumed that massive bleeding and oc¬ 
cult bleeding arc identical, or that the 
individuals studied by Leonards and Levy 
had preexisting lesions which predis¬ 
posed them to massive bleeding episodes, 
and therefore, they served as realistic 
models to determine the effects of the 
increase in bleeding time on gastric 
bleeding from preexisting potentially 
bleeding sites. 

The Panel reemphasizes that a study 
which shows no difference should not be 
accepted unle&s there is evidence that 
the study was properly designed relative 
to the question at hand and that the 
study had sufficient sensitivity to detect 
real differences if they did exist. The 
design of this study of occult bleeding in 
normal subjects is totally unrelated to 
the question of whether systemic aspirin 
effects on platelet function and thus 
bleeding time will potentiate bleeding in 
patients who have existing potentially 
hemorrhagic gastrointestinal lesions. In¬ 
deed. the studies of Grossman showed 
that intravenous aspirin caused signifi¬ 
cant gastrointestinal bleeding in only the 
two "primed" individuals who had pre¬ 
existing lesions (Ref. 19). This informa¬ 
tion was noted in the submission but dis¬ 
missed because it conflicted with their 
single acid-mediated mechanism theory. 


The evidence supporting the potentiat¬ 
ing role rather than the initiating role of 
aspirin in bleeding from existing ero¬ 
sions is reviewed below. 

The Panel concludes that there is now 
significant evidence from experimental 
and clinical studies strongly supporting 
a mechanism in which aspirin can po¬ 
tentiate major gastrointestinal bleeding 
in certain individuals with preexisting 
mucosal lesions. The possibility that 
bleeding lesions may be either caused by 
aspirin in some cases but also may have 
been caused by other factors and simply 
triggered or potentiated by aspirin, pro¬ 
vides a unifying mechanism that explains 
and correlates many otherwise inconsist¬ 
ent clinical and experimental observa¬ 
tions. 

<il) Evidence for multiple mechanisms 
of aspirin-induced massive bleeding. The 
Panel concludes that current evidence 
indicates that aspirin may contribute to 
the increased incidence of massive gas¬ 
tric bleeding bv direct production of the 
bleeding lesion and/or bv potentiating 
bleeding from existing lesions. <a> Direct 
production of acute mucosal lesions. In 
some cases it is possible that repetitive 
dosing with aspirin directly produces 
acute erosive gastritis which becomes 
the bleeding lesion. Supporting evidence, 
discussed elsewhere in this document, is 
the extensive clinical and experimental 
data showing that aspirin reproducibly 
produces gastric erosions and occult 
bleeding in normal subjects. Massive 
bleeding, however, is more likely in indi¬ 
viduals with existing gastrointestinal di¬ 
sease »Refs. 28. 29. and 30). (See part 
III. paragraph B.la.<2) (ilHg) above— 
Massive gastrointestinal bleeding.) How¬ 
ever, when a challenge dose of aspirin is 
given to individuals who have recently 
experienced massive hemorrhage follow¬ 
ing aspirin Ingestion or who may have 
peptic ulcers which mav have been pro¬ 
duced bv chronic aspirin ingestion, the 
occult bleeding and gastric damage pro¬ 
duced in these individuals is frequently 
no different than that produced in nor¬ 
mal control subjects (Ref. 31). 

Those who contend that aspirin con¬ 
tributes to massive bleeding only by its 
direct mucosal erosive effect, claim that 
this is proof that there must be other 
modifying factors in order for local ero¬ 
sion and occult bleeding to progress to 
massive hemorrhage. For those who ar¬ 
gue that there can be no effect of aspirin 
other than the direct local effect, these 
modifying factors must of course be as¬ 
sumed to be independent of aspirin. Cur¬ 
rent evidence indicates that aspirin is a 
modifying factor which can increase 
bleeding from certain types of bleeding 
lesions (acute mucosal lesions> (Refs. 
19 and 32). Langmon i Ref. *17) claims 
that the absence of proof that such mod¬ 
ifying factors commonly occur must be 
considered as evidence that the contri¬ 
bution of aspirin to massive bleeding 
must be limited. The validity of this con¬ 
clusion is also of course dependent on 
the assumption that aspirin acts by only 
one direct mechanism. 

In the opinion of the Panel, there is 
insufficient evidence to assume that all 


FfDERAl REGISTER, VOL 42, NO. 131—FRIDAY, JULY t, 1977 




35474 


PROPOSED RULES 


gastrointestinal effects of aspirin are 
limited to one single mechanism. The 
evidence offered by proponents of this 
theory (Refs. 1 through 4. and 33) is 
based on the contention that in order to 
contribute to massive bleeding aspirin 
must cause the bleeding erosion by the 
same mechanism that it causes occult 
bleeding. An important part of their 
basic assertion is that this common 
mechanism requires the involvement of 
gastric acid since part of the proof in¬ 
volves the reduction of occult bleeding 
by a highly buffered aspirin preparation. 
Evidence has been given previously that 
occult bleeding and massive bleeding are 
unlikely to be due to the same effects of 
aspirin and that the direct erosive effects 
of aspirin and occult bleeding can occur 
in the absence of gastric acid. Further¬ 
more. the development of erosions asso¬ 
ciated with massive bleeding can occur 
in the absence of either acid or aspirin, 
for example as a result of alcohol or 
stress (Refs. 24 and 26). 

While there Is no reason to rule out 
the possibility that aspirin may initiate 
acute erosions or Increase the bleeding 
from existing erosions by direct musocal 
effects, there is no reason to assume 
that this is the only mechanism possible 
or that the mechanism requires gastric 
acid since massive bleeding following as¬ 
pirin ingestion may occur in patients 
with achlorhydria (Refs. 25 and 34). 

(b) Potentiation of Weeding from ex¬ 
isting erosions. Although aspirin at times 
causes acute mucosal erosions, in many 
cases reported bleeding took olace after 
only a few aspirin Ingestions in patients 
with gastric conditions in which acute 
lesions were highly likely to exist, such 
as chronic gastritis and chronic atrophic 
gastritis. This is true also, however, in 
the four studies cited by Langman <Ref. 
17) in which aspirin had a greater prob¬ 
ability of being involved in bleeding in 
the presence of a peptic ulcer because 
mucosal lesions are also associated with 
peptic ulcer. The typical lesion Involved 
in most acute bleeding cases is described 
by Katz and Siegel (Ref. 26). 

Katz and Siegel <Ref. 26) have dis¬ 
cussed the relationship between gastro¬ 
intestinal hemorrhage and the occur¬ 
rence of the acute gastric mucosal lesion 
which Is involved in bleeding from acute 
erosive gastritis ( localized or diffuse 
small erosions a few millimeters in di¬ 
ameter). acute gastric ulcer < single or 
multiple erosions 10 mm or more in di¬ 
ameter), and hemorrhagic gastritis 
(which may appear to •‘wcep ,, blood 
without recognizable erosions or ulcers). 
The latter category is not generally de¬ 
tected by gastroscopy but is observed 
during surgery. 

The acute gastric mucosal lesion is 
characterized histologically by the pres¬ 
ence of three features which are: de¬ 
nudation of superficial epithelium; hem¬ 
orrhage in the capillary-rich area of the 
neck of the glands; and hemorrhage in 
the lamina propria which has diffused 
throughout the gastric gland area. The 
degree of Involvement of each of these 
categories may not be evident unless 
multiple biopsies are made. In 93 pa¬ 
tients with upper gastrointestinal bleed¬ 


ing. the acute mucosal erosions were 
present in histological studies in 68.6 
percent of patients with gastroscopicolly 
observed localized erosions, in 69.7 per¬ 
cent of patients with diffuse gastric ero¬ 
sions. and in 80 percent of patients in 
whom the cause of upper gastrointes¬ 
tinal hemorrhage was undiagnosed by 
gastroscopic examination indicating to 
the authors the possible involvement of 
antral or duodenal erosions. 

The histological acute mucosal lesion 
Is thus the common denominator for a 
variety of gastric conditions associated 
with massive gastrointestinal bleeding. 
The diagnosis actually reported and the 
incidence in different studies depends 
upon whether examination was carried 
out by radiology < x-ray) only, or whether 
gastroscopic examination was done at 
all. done on all patients who bled <in¬ 
cluding x-ray positive cases) or done 
only in x-ray negative cases. Gastroscopy 
must be done rapidly as erosions can dis¬ 
appear in a few days after bleeding. Fur¬ 
ther characterization-of the lesion de¬ 
pends upon whether single or multiple 
biopsies were taken for histological 
studies (Refs. 24 and 26». Finally, recent 
studies show that similar types of mu¬ 
cosal lesions are frequently associated 
with bleeding In the duodenum and 
jejunum and upper parts of the stomach 
and esophagus in hiatus hernia and 
esophageal varices. These lesions are not 
seen unless special endoscopic procedures 
<duodeno?copy or esophagoscopy) of 
surgery are performed. 

Several authors have concluded that 
many cases of x-ray and gastroscopicolly 


negative massive bleeding are probably 
due to acute mucosal lesions (Refs 25 
and 26). The categorization by different 
authors will also depend on the age 
group surveyed, the proportion of women 
and men studied, the proportion of cases 
involving different inciting agents 
(aspirin, alcohol, stress) and the precipi¬ 
tating factor (alcohol, stress, aspirin, 
other drugs). 

The acute mucosal lesion is the his¬ 
tological picture seen in hemorrhagic 
gastritis in which erosions are not seen 
gastroscouically. This diagnosis is usually 
not possible gastroscooically but is ob¬ 
served during gastrectomy (Ref 26'. 
The acute mucosal lesion Is seen In 69 
percent of localized acute erosive gas¬ 
tritis and 70 percent of diffuse acute 
erosive gastritis and acute gastric ulcers. 
The acute mucosal lesion was also ob¬ 
served by Katz and Siegel (Ref. 26i in 
80 percent of radiologlcally and gastro- 
scopically negative cases of overt hemor¬ 
rhage. It has been shown during surgery 
that similar erosions can be found con¬ 
currently in the gastric and duodenal 
mucosa and that bleeding mav occur 
from the latter, a possible explanation 
for some gastrosco^icallv negative cases 
A control group had acute lesions In only 
6 6 percent of 90 nat-lents which was sig¬ 
nificantly different from all other groups. 
The relationships between gastro^co^i- 
caily diagnosed erosions, histologically 
diagnosed types of gastritis and the fre¬ 
quency of histologically characterized 
acute mucosal lesions are sbow r n tn the 
following table by Katz and Siege! (Ref. 
26) : 


RcJatlnnshlp between gn*troscopirally diagnosed rroshms, histologically diagno^nt 
gastritis and frequency of histologically characterized acute mucosal lesions 


Type oJ rmwinn, paitrosropir 
diagnosis 

rases with 

Htaokykal diagnosis—type of hemorrhagic iruirmi 

of cases moronal 

lesion 

(In percent) 

Number 

chronic 

irastruja 

Chrontr 

superficial 

gastmii 

Chronic 

atrophic 

gastritis 

O&Hrir 

atropsy 

Localised gastric erostons_ 

X% 

7 

10 

7 

2 

Influx erosive gastritis. 

I'Kdltgnoaed (t-w And gas- 

33 00 7 

8 

21 

4 

0 

troscoptcally iu*aUve). 

25 NO. 0 

7 

13 

5 

8 

ToUl. 

«a. 

22 

53 

18 

3 


The findings of Katz and Siegel de¬ 
scribed in the above table are of par¬ 
ticular importance showing the high In¬ 
cidence (80 percent) of active mucosal 
lesions found in the undiagnosed <x-ray 
and gastroscopically negative) group. 
Longman in his critical review errone¬ 
ously concluded that the incidence of 
aspirin associated bleeding should be 
small in this group w’hich biased some 
of his further conclusions. 

(I) Acute lesions in peptic ulcer and 
other x-ray positive conditions . Even 
when a positive radiological diagnosis of 
a chronic ulcer is made, further gas¬ 
troscopic or surgical examination fre¬ 
quently shows that bleeding actually oc¬ 
curs from an acute mucosal lesion (ero¬ 
sion or acute ulcer) and not from the 
chronic ulcer. A number of studies have 
been reviewed by Katz and Siegel (Ref. 
26) and others showing that the ma¬ 
jority of patients with a diagnosis of 
gastric ulcer are found to be bleeding 


from coexisting acute gastric mucosal 
lesions (Ref. 24). Back diffusion of hy¬ 
drogen ion from gastric acid Is generally 
assumed to be a primary factor in the 
production of acute gastric erosions, pre¬ 
sumably by direct and indirect eifects 
on capillary blood flow through libera¬ 
tion of histamine or other substances 
from the mast cells in the lamina pro¬ 
pria. However, acute mucosal erosions 
can occur in the stomach with reduced 
or absent gastric acid «Ref. 26 ). 

The etiology of acute mucosal erosions 
is apparently the end product of severs! 
possible Interacting endogenous and exo¬ 
genous factors which can directly or in¬ 
directly affect the mucosal blood supply 
Although duodenal ulcer is most often 
cited as the cause of upper gastro.n- 
testlnal bleeding, several studie? in 
which early gastroscopy is carried out in 
all patients have shown that acute gas¬ 
tric erosions are a more frequent site ol 
bleeding than duodenal ulcers (Ref 
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It 'is also been shown that the assurnp- 
t: that alcoholics bleed most often 

fr ri i esophageal varices is false since in 
oj series 43 percent bled from acute 
g. ric mucosal lesions while only 13 
percent bled from varices (Ref. 26>. 
Ac ite erosions were found in 20 of 34 
n^n during acute alcohol intoxication 
who exhibited abnormal mucosa on his- 
to clcal examination in all 34 cases and 
acute gastritis in 30 of 34 gastroscopic 
ex nations. Erosions and histology re¬ 
turned to normal after abstinence. It is 
cl: ,ed that the erosions can probably 
de\ elop in the absence of gastric acid. 
Tin also occur in chronic alcoholics in 
the i t)sence of alcohol ingestion which 
ind: .ites that alcohol plays a role but 
is not essential for production of acute 
asal erosions <Rcf. 26). 

Similarly in hiatus hernia in which the 
upper portion of the stomach Is strangu¬ 
lated. an acute mucosal lesion, similar 
to those seen lower in the stomach, oc¬ 
curs presumably due to venous conges¬ 
tion from occlusion by the diaphragm. 
Although aspirin apparently Is not the 
cause of the erosion, bleeding is often 
precipitated immediately following as¬ 
pirin ingestion (Ref. 36>. Bleeding from 
scute mucosal erosion in patients with 
hiatus hernia was involved in 2 percent 
of all massive bleeding In the scries of 
Katz and Siegel (Ref. 26 >. Although 
acute aspirin and alcohol ingestion are 
freq : ntly involved in bleeding from 
acute mucosal lesions. It is now clear 
that acute mucosa) erosions can be the 
end roduct of a variety of other inter¬ 
acts endogenous and exogenous po¬ 
tential etiological variables which di¬ 
rectly or indirectly affect the mucosal 
circulation, 

HhUmine produced overt bleeding in 
one of 17 patients. Histological examina¬ 
tion showed minimal denudation of su¬ 
perficial epithelium in only three 
patients but moderate or severe hemor- 
rtun, in the lamina propria in 15 pa¬ 
tient and hemorrhage in the neck of all 
patients. Several studies in animals have 
indicated the probable role of histamine 
relea !* from degranulation of mast cells 
m the lamina propria as a factor in 
*tre^ ulcers. Other factors Including 
****1 ;md sympathetic stimulation, 
epinephrine release, and ACTH release 
nave been shown as possible factors in 
•cut* mmorrhagic erosive gastritis as- 
•ocian i with a variety of types of physi¬ 
cal and emotional stress. Infections and 
bm,.' f tnic shock (Refs. 24 and 26>. 

In 1961, Kossover and Kaplan (Ref. 
3-‘ Mi ted that for more than a decade, 
controversy has existed regarding the 
rote ti salicylates in gastrointestinal 
Weeding They stated: “There are those 
1 "° :vel that salicylates could be re¬ 
sponsible for the bleeding: those more 
Jttptical who are awaiting additional 
evidence, and Anally the group who ridi- 
the very idea** and further noted: 

inen among those who do believe that 
drug can cause bleeding, there Is 
wucleo opinion between the local gastric 
•rotation theory and the hypothesis that 
jne eiTect is primarily systemic on blood 
it is interesting that the 
581X10 controversy still exists even though 


15 years ago based upon data available 
to them, Kossovcr and Kaplan reached 
conclusions on the role of aspirin and 
the mechanisms involved which are es¬ 
sentially the same os the conclusions 
presented here based on different, more 
recent experimental evidence. 

Based upon information from the lit¬ 
erature, from the first report of gastroin¬ 
testinal bleeding after salicylate medi¬ 
cation in 1877 by Balz to the study of 
Kossover and Kaplan conducted in 1959, 
the following conclusions were reached 
(Ref. 32): 

<i) Stress of different types. Including 
physical and emotional trauma and in¬ 
fections are the primary causes of gas¬ 
tric erosions and may well be the sole 
cause of gastrointestinal hemorrhage. 

(tii The effect of salicylates is at the 
capillary vascular component possibly by 
affecting capillary fragility and perme¬ 
ability or affecting clotting mechanisms. 

Hiii Aspirin may be Involved in a rea¬ 
sonable percentage of massive gastroin¬ 
testinal hemorrhages, in the “cause un¬ 
determined" category as well as activa¬ 


tion of known gastrointestinal pathology. 

Analysis of the data of Grossman (Ref. 
19> provides clear and con lusive evid¬ 
ence that aspirin and salicylic acid can 
both precipitate bleeding from existing 
lesions and that aspirin has effects which 
cannot be explained on the basis of the 
acld-medlAtcd (Davenport> mechanism. 
Based upon the Davenport mechanism, 
salicylic acid would be expected to be es¬ 
sentially equivalent to aspirin in produc¬ 
ing oicult bleeding based on its ability to 
break the gastric barrier. (See part in. 
paragraph B l.a.(2) <li) (c) above—Acid- 
mediated erosive gastritis.) There are 
significant differences, however, between 
the two drugs in the degree of occult 
bleeding when given intravenously and 
orally, and in the duration of increased 
bleeding after d 06 ing is terminated. In 
the Grossman study, patients with re¬ 
cent gastrointestinal bleeding who are 
more susceptible to the effects of sali¬ 
cylates. were given aspirin or salicylic 
acid orally or Intravenously for 3 days 
followed by a 3-day collection period. 
These data are summarized below. 


Comparison of occult blood lot* {milliliter per if a pi of aspirin and s alicylie acid given 
intraeenouMly and orally to patients trilh pant history of bleeding 



Control brtorf 
drag 

Treatment 

Poril treatment 
period (3d) 

Tost treatment 
period 2 (J d) 

Aspirin intravenous 3 rMX3 4. 

. as tda s 

1. 14A0 *0 

1.70AO.H0 

0. SI Ad 52 

Aspirin oral 3 pdX3 d. 

Aspirin, entrrte...— 

Salicylic acid. Intravenously. 


2 ±Z* 

zm±z m 

LQ6A .064 

. 43 _L JO 

1.584. .9 
.70 ± .78 

1.424 .21 
.48 . 

.4 2± .3 

Salicylic acid, .. 


.MAs .32 

.58* .3 

.51A .3 


Comparison of ocoult blood loss i milliliter per day ) of aspirin and salicylic arid effects 
in patients tcith bleeding iprimed) lesion" 


Patient with eiisling occult bleeding: 


Aspirin: 

Jejunal ulcer.. 

4.0 

720 

3021 

a M 

Duodenal ulcer. 

4.0 

10.1 

19.3 

4.7 

Esophageal varices. 

Sodium halleviate: 

Duodenal. . 

6.1 

14.3 

427 

21.4 

20 

26 

24.7 

1.6 

Esophageal varices..... 

7.1 

49.9 

23 

22 


The effects of aspirin were usually pro¬ 
longed into the second and third postad¬ 
ministration period of 3 days per period. 
Sodium salicylate did not exert its effect 
beyond the first postadministration pe¬ 
riod even in the “primed" patients with 
existing erosions. Oral sodium salicylate 
did however greatly Increase blood 106 S 
in “primed" patients bleeding from duo¬ 
denal ulcer and esophageal varices. Oral 
aspirin greatly increased bleeding in 
jejunal ulcer, duodenal ulcer and esoph¬ 
ageal varices. It is obvious that this 
effect is not dependent upon the acid- 
mediated mechanism (Davenport) in the 
jejunum or esophagus. Thus, part of the 
action of aspirin appears to be due to 
local effects of salicylic acid on existing 
erosions. There is an additional effect 
which can be exerted from systemic 
aspirin since it occurs after intravenous 
administration of aspirin but not sali¬ 
cylic acid. This aspirin effect persists 
longer than the effect of an equivalent 
salicylic acid dose. The aspirin effect 
also increased bleeding longer than 
salicylic acid in patients with existing 
bleeding lesions. 


The clinical results seen by Grossman 
et al. (Ref. 19) in patients are virtually 
identical to the experimental results of 
Brodie and Hooke (Ref. 37) In rata who 
showed a difference between aspirin and 
salicylic acid in the mechanism of induc¬ 
ing bleeding In the fasted rat stomach. 
Salicylic acid (sodium salt) produced 
gastric hemorrhage only by the oral 
route, requiring twice the dose of aspirin 
to produce this effect (the 50 percent ef¬ 
fective dose (ED* )). The ED- for sali¬ 
cylic acid and aspirin was 36 mg/kg and 
16 mg. kg. respectively. In contrast to 
salicylic acid which produced gastric 
lesions only on direct contact, aspirin 
produced gastric effects also by the intra¬ 
venous route at the higher dose (36 mg/ 
kg> (Ref. 37). 

Both aspirin and salicylic acid poten¬ 
tiate bleeding from existing acute ero¬ 
sions. There is evidence that aspirin has 
an additional effect that is different 
from that of salicylic acid. This effect Is 
observed after systemic administration 
of aspirin but only when potential bleed¬ 
ing from acute erosions exists. It to clear 
that the potentiating effect of aspirin is 
not dependent upon gastric acid since 
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potentiation of bleeding also occurs from 
duodenal and jejunal ulcers. If the pri¬ 
mary effect of aspirin is to enhance 
bleeding from existing lesions it would 
be expected that increased occult bleed¬ 
ing would not be observed after intrave¬ 
nous administration of aspirin in normal 
subjects. This is in fact what has been 
shown by the data of Leonards and Levy 
(Ref. 27). Thus, the primary factors in 
producing occult bleeding in normal 
subjects appear different than potentia¬ 
tion of bleeding from acute mucosal le¬ 
sions. 

Aspirin-induced occult bleeding in 
normal subjects can be significantly re¬ 
duced or eliminated when given as high¬ 
ly buffered aspirin solutions. However, 
recent studies submitted at the request 
of this Panel, in patients or animals with 
existing gastrointestinal lesions, show 
that Increased occult bleeding continues 
to occur even with highly buffered aspi¬ 
rin preparations. These effects persist 
even after aspirin Is discontinued, simi¬ 
lar to the results seen by Orossman et 
al. (Ref. 19). The role of aspirin in po¬ 
tentiating bleeding from existing ero¬ 
sions is not dependent upon gastric acid 
because the primary role of hydrogen ion 
is thought to stimulate histamine re¬ 
lease. In existing acute lesions histamine 
has probably already been stimulated by 
other factors, the most likely being 
stress, according to some authors (Refs. 
5. 16. 26. and 32). 

Increased occult bleeding is produced 
by aspirin in patients with achlorhydria 
which Is further evidence that some ef¬ 
fects of aspirin on abnormal gastric mu¬ 
cosa do not require the presence of 
gastric acid. This has been shown in sev¬ 
eral studies in patients with achlorhy¬ 
dria due to atrophic gastritis and 
pernicious anemia. St. John and McDer¬ 
mott <Ref. 34) have shown, in patients 
with achlorhydria, that aspirin can in¬ 
duce bleeding in the absence of stomach 
acid although normal patients gave 
higher values of blood loss (4.29 ml 
dally). Achlorhydric patients do show 
significant blood loss (1.9 ml dally). 
There are several possible mechanisms 
by which aspirin can precipitate or po¬ 
tentiate bleeding from existing acute 
mucosal lesions. The effects of aspirin on 
platelet function will be seen only when 
exposed oozing capillaries are involved 
such as acute gastric or duodenal mu¬ 
cosal ulcer. 

Thus, the study by Leonards and Levy 
i Ref. 27) in normal subjects showing 
increased bleeding time after intra¬ 
venous aspirin administration, but no 
increase In occult bleeding, is what 
would be expected if the effect of sys¬ 
temic aspirin was to potentiate bleeding 
from existing acute gastric mucosal le¬ 
sions rather than to cause lesions. 
Therefore, the Panel concludes that the 
use of the Leonards and Levy study in 
the submission to refute the possibility 
that effects of aspirin on platelet func¬ 
tion cannot contribute to massive bleed¬ 
ing is totally Inappropriate. 

(2> Effect of highly buffered aspirin 
for solution on gastric mucosa. The argu¬ 
ments that highly buffered aspirin for 


solution does not directly produce gas¬ 
tric mucosal lesions or occult bleeding in 
the stomach, in contrast to other aspirin 
solid dosage forms, are based on the acid- 
mediated single mechanism theory and a 
series of contentions (Ref. 1) listed be¬ 
low. These contentions are not consistent 
with experimental data from animals or 
occult bleeding studies in man. These er¬ 
roneous allegations are: “Aspirin which is 
contained in the dry tablet of (an effer¬ 
vescent aspirin preparation] is entirely 
converted to the water soluble salt, so¬ 
dium acctylsalicylic acid”; "A solution 
of tan effervescent aspirin preparation 1 
docs not contain aspirin”; and “Sodium 
acetylsalicylate possesses chemical and 
pharmacological properties which dis¬ 
tinguish it in fundamental ways from 
aspirin/' 

A national news release dated June 6. 
1973 cited a subcommittee hearing (Ref. 
38) in which it was stated that, “much 
of the testimony before the subcommit¬ 
tee is founded on a mistaken premise. 
Many people do not realize the analgesic 
as taken in (an effervescent aspirin prep¬ 
aration » is not aspirin.” 

The Panel strongly disagrees with 
statements that the aspirin in highly 
buffered aspirin for solution is physico- 
chemically or pharmacologically differ¬ 
ent from any other aspirin. This assump¬ 
tion is scientifically unsound and clini¬ 
cally misleading. 

All aspirin whether administered as 
an effervescent buffered solution, tablet, 
or sodium salt always exists in solution 
as an equilibrium mixture of both the 
unionized molecular species (acetylsali- 
cylic acid) and the ionized species 
(acetylsalicylate). Both species are al¬ 
ways present. The relative abundance of 
each being determined solely by the pH 
(a measure of acidity) of the solution, 
and therefore, changes almost instantly 
whenever the pH of the solution changes. 
If the pH of the solution la lowered to a 
pH of 1 to 2 (the usual gastric pH) the 
ratio of unionized to ionized aspirin is 
about 1.000-fold. When the pH is raised 
to pH 6 to 7 (the initial pH after highly 
buffered aspirin for solution is given) the 
ratio of unionized to ionized Is only 0.001. 

Since the ratio of ionized to unionized 
drug is a function only of pH. it should 
be clear that regardless of the form ad¬ 
ministered. when aspirin gets into the 
cell it will exist almost completely as the 
ionized acetylsalicylate as the cell has a 
constant pH between about 5 and 6. The 
ratio of Ionized to unionized aspirin in 
the gastric cell, the blood, or cells where 
It exerts therapeutic effects Is totally In¬ 
dependent of the form of aspirin ad¬ 
ministered. 

Another argument is that the gastric 
mucosal cell acts as a lipid barrier and 
hence is Impervious to sodium acetylsa¬ 
licylate which is ionized and therefore 
not lipid soluble. Therefore, gastric ab¬ 
sorption occurs with aspirin < unionized) 
but not sodium acetylsalicylate (ionized) 

< Ref. 1). The earlier concept that ionized 
drug Is not absorbed can no longer be 
considered valid. The data of Daven¬ 
port clearly shows that ionized species 
of aspirin is absorbed in the stomach 


at about one-fifth the rate of unionised 
species. 

Davenport states that at high gastric 
pH the rate of absorption is by no 
negligible. In a surgically prepared dog. 
the absorption rate of aspirin was found 
to decrease from 342 ^mol/30 min at pH 
1 to 65 Mtnol/30 min at pH 6.5 even 
though the fraction of aspirin union bed 
is reduced from 0.997 to 0.001. a l, 000- 
fold decrease. He suggests that absorp¬ 
tion of the Ionized species may oeax r 
or that there is an acidic microenvi¬ 
ronment at the cell surface Aspirin 
damages the gastric mucosa only after 
being absorbed into the cell at sufficient 
concentration to alter the gastric bar¬ 
rier and result in bleeding. In the nor¬ 
mal state the gastric barrier prevents 
diffusion of hydrogen ions into the cell 
and to the capillaries. 

Morris et al. <Ref. 39) correlated 
gastric lesions with the absorption of 
radioactive (**0 sodium acetylsalicylic 
acid administered to albino rats at & 
dose of 0.28 ^mol kg of body weight dis¬ 
solved in 0.15 M citrate buffer. The final 
pH was 4 6 which is about that usually 
obtained with highly buffered aspirin for 
solution preparations. Absorption oc¬ 
curred in the corpus (body) portion of 
the stomach more rapidly than the 
rumen (storage) portion. Ninety percent 
of the drug was absorbed after 1 hour 
indicating & half-life of about 20 min¬ 
utes or less. Absorption from the rumen 
region is very slow*. Lesions were pro¬ 
duced in the corpus region only by so¬ 
dium acetylsalicylate and not by sodium 
salicylate which was absorbed more 
rapidly than sodium acetylsalicylate 

Anderson (Ref. 40) also found that 
the addition of buffering did not pre¬ 
clude gastric absorption and gastric ero¬ 
sions when gastric emptying was pre¬ 
vented. concluding that the decnand 
gastric damage observed with highly 
buffered solutions is largely due tc in¬ 
creased gastric emptying rather than 
decreased gastric absorption. He showed 
in guinea pigs that when gastric empty¬ 
ing was prevented (pyloric ligature) the 
gastric absorption of aspirin from n so¬ 
lution of pH 7.0 was only reduced to 
about 50 percent of the amount absorbed 
when the pH was 1 to 3. Most important, 
lesions were also produced at the high 
pH (7.0). 

Anderson concludes that the critical 
rate of absorption is of low order lr the 
guinea pig and If a similarly low r.-.te 
occurs In man the avoidance of gastric 
erosions would be different with *my 
formulation where the whole dost was 
Immediately available for absorption. 
The latter statement would, of course, 
be true for highly buffered aspirin for 
solution preparations. 

The mechanism by which aspirin ex¬ 
erts its effect may simply be a result or 
accumulation of sufficient acidity in me 
cell to cause damage by directly inter- 
fering with biochemical processes. Tne 
accumulation of total salicylate In me 
cell will be increased when the 
contents are acidic because of the lUtf-c 
gradient of unionized aspirin 
the cell to the unionized aspirin in tnc 
cell (Ref. 41). 
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Other mechanisms Involving delayed 
gav.ric acid effects can be postulated. 
Ethanol, which can damage the hydro¬ 
gen ion barrier In an alkaline medium, 
b potentiated by salicylates (Ref. 42). It 
Is not known how long these effects last 
but they might persist after the buffer¬ 
ing rapacity of highly buffered aspirin 
for solution is gone. This might be par¬ 
ticularly true for hypersec re tors of gas¬ 
tric acid. As Is discussed in the next sec¬ 
tion the effects of aspirin may persist for 
several days after dosing has stopped. In 
pro! nged effect cases, the immediate 
buffering capacity of highly buffered as¬ 
pirin for solution is obviously of no value 
if, ns the submission contends, that all 
effects are really mediated by gastric 


acid 

Tfc* many Inconsistencies In the data 
and arguments reviewed do not permit 
the Panel to accept the argument that 
the use of highly buffered aspirin for 
solution will obviate all direct mucosal 
effect* of aspirin. 

It has been argued that the presence 
of the buffer not only decreases aspirin 
absorption but also reduces excess hy¬ 
drogen Ion which Is a necessary com¬ 
ponent in the production of gastric dam¬ 
age [uid bleeding.. Therefore, the argu¬ 
ment continues, “highly buffered acetvl- 
salicyiatc causes no damage/' The Panel 
find?- that although gastric acid un¬ 
doubtedly contributes to the occult 


bleeding, the availability of gastric acid 
is net essential for aspirin to cause gas¬ 
tric erosions or occult bleeding as has 
been discussed earlier. (See part in. 
paragraph Bl.a.(2) (ID <d) above— 
Other mechanisms of aspirin damage.) 

The study of Dagle et al. (R*f. 22) In 
ragotornlzed rats Indicates that micro¬ 
scopic lesions can be produced In the ab¬ 
sence of hydrochloric acid. If hydro¬ 
chloric acid is later added, more severe 
damage and hemorrhage occurs. Sev¬ 
eral authors have noted reduced but 
ttatMically significant occult bleeding 
in patients with achlorhydria from a va¬ 
riety of causes Including pernicious ane- 
rcU and atrophic gastritis <Ref. 25 and 

'*> Experimental data submitted to 
me Panel Evidence to support the con¬ 
tentions regarding the mechanism of as¬ 
pirin effects and each effect of highly 
buffered aspirin for solution has come 
from occult bleeding studies in normal 
wbjectsor in experimental preparations. 
The studies of Leonards and Levy were 
cuea to substantiate the following state¬ 
ment in studies where meaningful 
Protocols were employed, it has been con- 
WenUy found that (an effervescent as- 
Pr® ; , ):cpara U°nl does not cause occult 
, s,nce in cvcr r study the occult 
mod loss occurring with highly buffered 
•win for solution was not statistically 
wertm from that found habitually oc- 
wnng in the same subjects or were well 
^mn the normal limits." (Refs. 11. 12. 
*odli through 46). 

llowever. analysis of submitted data 
that average occult bleeding loss 
^xluccd by highly buffered aspirin for 
J«ution Is less than that produced by 
aspirin but significant compared 


to controls receiving placebo or no as¬ 
pirin and significant when multiple doses 
are given or when patients with peptic 
ulcer are used (Refs. 11 and 14). The 
Panel Is not concerned with these minor 
increases in occult bleeding from a clin¬ 
ical point of view. They are significant, 
however, from the point of view of evalu¬ 
ating mechanistic assumptions. Of addi¬ 
tional importance In these studies are 
certain patterns that can be seen In sev¬ 
eral different occult bleeding studies 
which lend support to the Involvement of 
other mechanisms. In particular, the oc¬ 
currence of unusually greater occult 
blood loss in a few Individuals is consist¬ 
ently seen in several studies. The pro¬ 
longation of effects for several days after 
the drug dosing has stopped is also sig¬ 
nificant (Refs. 11 and 14). 

Average increases.or decreases in oc¬ 
cult bleeding studies represent the re¬ 
sponse of most of the normal subjects 
(70 to 80 percent). It is not Ukely. there¬ 
fore. to provide useful information on 
mechanisms related to the atypical mas¬ 
sive bleeder. In some studies an occa¬ 
sional subject has shown excessive occult 
bleeding. These individuals may be two 
standard deviations higher than others 
of the group and in some studies these 
cases have been omitted from statistical 
evaluation as "outliers/' The mean blood 
loss of the occult bleeding is not predic¬ 
tive of massive bleeding. However, in sev¬ 
eral studies in animals and humans, 
there were subjects who constantly 
showed an excessive pattern of blood 
loss. It is the opinion of the Panel that 
these outliers may have some unknown 
predisposing factors and should be stud¬ 
ied further to see If these outliers could 
provide a possible model for massive 
bleeding. In the Panel's opinion, it is sig¬ 
nificant that these outliers occurred most 
often in subjects who are likely to have 
acute mucosal lesions. e.g.. patients with 
peptic ulcer, and are therefore subjects 
with potential or potentially critical 
bleeding sites. These outliers or "exces¬ 
sive occult bleeders" have occurred with 
all types of aspirin preparations includ¬ 
ing highly buffered aspirin for solution 
(Refs. 3 and 4> and cntertc-coated prep¬ 
arations (Ref. 19). 

The potential for increased occult 
bleeding in patients receiving highly buff¬ 
ered aspirin for solution Is shown in the 
Ooulston study (Ref. 11). Multiple doses 
of highly buffered aspirin (effervescent* 
solution were given to apparently 
healthy subjects (19 males and 1 fe¬ 
male). Ten subjects were given two tab¬ 
lets dissolved in 200 ml water 4 times 
daily for the first 8 days followed by a 
control period of 8 days (Group A). The 
reverse order was given for the second 
10 subjects (Group B) resulting in aver¬ 
age occult bleeding losses shown below: 


Highly t«i(T«r*d 

.vpini* for Control 

solution (milliliter) 

(milliliter) 


Group A—. 1.7 tt 

Group H ... 1.4 .4 


In the initial submission to the Panel. 

it was stated that.subjects 8. 11. 

12 on some days had fecal blood loss well 
In excess of the range of the other sub¬ 
jects. Applying statistical analysis ('Uni¬ 
ted States Pharmacopeia.' 16th Ed., p. 
873) these aberrant values may be re¬ 
jected." As a result it was claimed that no 
statistical difference existed. The notion 
of omitting the “outliers" which were ex¬ 
cessive bleeders therefore atypical, in & 
study designed to assess bleeding poten¬ 
tial following drug treatment is in the 
Panels view not only erroneous from a 
statistical point of view but totally il¬ 
logical from a clinical point of view. Ex¬ 
clusion of outliers obscures the obvious 
fact that some patients bleed significant¬ 
ly after receiving highly buffered aspirin 
effervescent solution. In each of the out¬ 
liers. cases where significantly increased 
bleeding occurred, it was only during the 
highly buffered aspirin for solution drug 
treatment period. The most dramatic ex¬ 
ample was the outlier, subject 8, who had 
no appreciable bleeding In the 8 day con¬ 
trol period (average blood loss of 0.4 ml 
daily: range 0.0 to 0.9 ml daily) but on 
the 4th. 5th and 6th day of drug treat¬ 
ment experienced dally blood losses of 
17.9. 24.9 and 13JS ml. respectively. 

In the opinion of the Panel, the follow¬ 
ing can be concluded for the population 
studied in the Ooulston study: (1) 
Highly buffered aspirin for solution given 
chronically 4 times daily for 8 days 
slightly increases fecal blood loss. This 
loss Is probably less than would have 
been produced by aspirin tablets and Is 
not significant clinically. 

(2) One subject had a loss of over 50 
ml during 3 successive days which Is not 
only clinically significant but suggests 
that highly buffered aspirin for solution 
may produce excessive bleeding in an 
unpredictable abrupt manner similar to 
that seen in massive (major) gastroin¬ 
testinal bleeding. Three other subjects 
had blood losses of 8.0 ml or more in l 
day during drug treatment only. 

(3) There Is a temporal pattern that 
appears consistent with other studies. 
Evidence of Increased bleeding occurs 
only after about 3 to 4 days of multiple 
dosing but appears to persist for up to 3 
days after drug dosing stops. When one 
compares the bleeding during the con¬ 
trol period after drug dosing (l.l ml 
daily) with the control period before 
dosing (0.5 ml daily ) # there is a statisti¬ 
cally significant carryover effect. If one 
accepts the average blood loss of all con¬ 
trols as 0.79 as given, this value Is ex¬ 
ceeded In only 3 of 20 subject days in the 
first 2 days of the second period when 
the control is given first, but in 15 of 20 
days when drug Is given In the first 
period (Ref. 4). When one plots the 
average and individual values as a func¬ 
tion of time, this pattern is quite obvious. 

(4* Review o/ new studies on occult 
bleeding in subjects and animal prepara - 
tions with existing lesions. The Rider 
study (Ref. 14> measured average dally 
fecal blood loss In patients receiving no 
drug (12 day control period), a placebo 
(7 days* and & highly buffered aspirin for 
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solution product <7 days), and a post¬ 
treatment period <5 days). 

The average data are shown below: 

Occult fecal blood loss in patients with 
active duodenal ulcer 

Average range 
mil It titer per 
dag 

Control period (12 d)_ 0.57 (0.23-1.04) 

Placebo period (7 d). 0 71 (0.32-1.22) 

Poet placebo period (Sd). ‘0.07 
Highly buffered aspirin for 

solution period (7 d). 2 1-68 <0.67-4.1$) 
Post highly buffered as¬ 
pirin for solution period 

<6 d). >»2.17 

1 Not given 

7 Significant ip less than .01) 

* Significance not stated (Individual data 
not given) 

The Rider study clearly shows that 
occult bleeding does increase in patients 
with active peptic ulcer after adminis¬ 
tration of the highly buffered aspirin 
for solution product (mean blood loss 
1.58 ml daily) compared to a control 
period (mean blood loss 0.57 ml dally) 
and a placebo (mean blood loss 0.71 ml 
daily). 

Perhaps more significant was the find¬ 
ing that the effects of the highly buffered 
aspirin for solution product persisted for 
at least 5 days after administration had 
ceased (mean blood loss 2.7 ml daily 
compared to mean blood loss of 0.67 ml 
daily for placebo). 

This provides evidence that the in¬ 
crease In bleeding may not involve the 
direct effects of aspirin. It would be con¬ 
sistent witli the long lasting effects (7 
days) of aspirin on platelet function 
which would be expected to be observed 
only in patients with potential bleeding 
sites but not in individuals with a nor¬ 
mal mucosa. The bleeding lesion may not 
necessarily be the ulcer but acute gastric 
erosions which are often associated in 
patients with peptic ulcer. 

Similar results are seen in the recent 
two studies of Phillip ct al. (Ref. 12) in 
which highly buffered aspirin for solu¬ 
tion produced a statistically significant 
increase in occult bleeding in dogs with 
chronic ulcer. Excess occult bleeding in 
some animals (outliers) also occurred 
in these studies. Further evaluation of 
these studies was limited because indi¬ 
vidual data were not available and arbi¬ 
trary. eg., “weighting factors" appeared 
to be applied to the bleeding data in an 
Irregular manner. 

<5) Epidemiological studies on mas¬ 
sive bleeding. Two epidemiologic studies, 
the Brown and Mitchell study and the 
Jennings study do not show that there 
is any difference between the role of 
regular aspirin and highly buffered as¬ 
pirin for solution in potentiating mas¬ 
sive bleeding. These two studies were 
critically reviewed by Langman in an 
industry submission (Ref. 47). The rea¬ 
sons used by Langman in dismissing the 
highly buffered effervescent aspirin 
dosage form as a factor in massive bleed¬ 
ing ignore several Important points. 
For example, the fact that highly buf¬ 
fered aspirin preparations are promoted 


for use in gastric distress was not con¬ 
sidered by Langman in his review. 

Brown and Mitchell *Rcf. 15 > showed 
that n highly buffered aspirin prepara¬ 
tion Was more frequently used by indi¬ 
viduals who bleed from duodenal ulcers 
whereas plain aspirin was most often 
used in those who bleed from acute gas¬ 
tritis. Langman concluded from this 
study that since bleeding from gastritis 
is more frequently associated with as¬ 
pirin the types of aspirin dosage forms 
which have the greatest potential to 
cause bleeding would be associated in 
this diagnostic category. This conclu¬ 
sion ignores three important points. 
First, individuals with duodenal ulcer 
who frequently also have acute gastritis 
have a greater incidence of gastric dis¬ 
tress than individuals with only acute 
gastritis, particularly of the atrophic 
variety. Since at the time of the Brown 
and Mitchell study <1956>. highly buf¬ 
fered aspirin for solution preparatioas 
claimed and were promoted for the 
symptoms of gastric distress, in the 
Panel's opinion it was more likely that 
a greater number of individuals with 
duodenal ulcer ingested this type of 
preparation. Second, the potentiation of 
aspirin induced bleeding by alcohol is 
most often shown for the duodenal ulcer 
subgroup when subgroups are analyzed, 
a point noted by Langman in the same 
paper. Highly buffered effervescent as¬ 
pirin preparations have been claimed and 
have been heavily promoted for use 
for concomitant symptoms of headache 
and gastritis related to overindulgence 
with alcohol. Therefore, when alcohol 
ingestion is a factor, these preparations 
would more likely be associated with 
bleeding from duodenal ulcer rather than 
gastritis. Finally, irrespective of the 
above, the Panel believes that it is not a 
matter of whether aspirin tablets cause 
bleeding more frequently than highly 
buffered effervescent aspirin but whether 
or not highly buffered effervescent as¬ 
pirin can potentiate bleeding, especially 
since industry contends that this prod¬ 
uct can be used safely by ulcer patients 
(Ref. 3). 

Langman implies that the epidemio¬ 
logical study of Brown and Mitchell 
(Ref. 15) in which 83 percent of patients 
who bled had taken "insoluble" (regu¬ 
lar) aspirin and 14 percent of such pa¬ 
tients had taken a buffered effervescent 
preparation, supports only the role of 
the "insoluble" aspirin product forms in 
potentiating bleeding. He reached this 
conclusion by comparing these figures 
with the 40 percent, the control popula¬ 
tion. who had taken buffered efferves¬ 
cent prepariions from "time to time". 
However, this conclusion is entirely un¬ 
warranted as the 40 percent figure re¬ 
ferred to individuals who might have 
ingested highly buffered effervescent as¬ 
pirin as long as several months before 
the study. It did not refer to aspirin in¬ 
gestion by the individuals who bled in 
the last 48 hours just prior to the study. 
The latter group of individuals would 
have been the proper control upon which 
Langman should have based his conclu¬ 
sions. 


Because the Panel believes the control 
group, referred to by Langman in his 
analysis of the Brown and Mitchell study, 
was improperly defined, it has estimated 
what the control group should have bee n 
based upon data in the submissions ( Ref 
1 ). The data (Ref 2) show that at* ut 
38 percent of the total population tab* 
one brand of buffered effervescent a.-- 
plrin from "time to time". This is con¬ 
sistent with the control group of Brown 
and Mitchell (Ref. 15). However, calcu¬ 
lations from the industry data also si- 
that on any given day less than 5 per¬ 
cent of a random sample would be e*. 
pected to have consumed the highly buf¬ 
fered effervescent preparations. Using 
the 5 percent figure rather than the 40 
percent as a control upon which to view 
the Brown and Mitchell study, the Panel 
concludes that one cannot rule out ti.e 
possibility that all aspirin preparation" 
regardless of formulation are equally 
capable of potentiating gastrointestinal 
bleeding. 

Langman (Ref. 47) also reinterpreted 
the epidemiological data of Jennmg?, 
(Ref. 15> tp show that highly buffered 
effervescent aspirin products are not im¬ 
plicated in massive gastrotntestir l 
bleeding to the same extent as "insolu¬ 
ble" varieties of aspirin. The Panel does 
not agree with the assumptions used oy 
Langman in this conclusion. 

In the Jennings study, detailed infor¬ 
mation w'as provided on the specific types 
of aspirin used, including highly buffer* .1 
effervescent aspirin. The distribution of 
aspirin products in patients with oven 
gastrointestinal bleeding was as follov 
In the radiologically negative group 42 
percent with acute ulceration took or¬ 
dinary aspirin. 18 percent took soluble 
varieties, and 7 percent took a buffered 
effervescent preparation. In contrast. 29 
percent of the chronic ulcer patients took 
ordinary aspirin, 14 percent took soluble 
varieties, and 21 percent took the highly 
buffered effervescent preparation Lang¬ 
man in his review (Ref. 47) states that 
If the highly buffered effervescent prod¬ 
uct were the cause of bleeding the inci¬ 
dence of use would be higher in the acute 
ulceration group which Is most often as¬ 
sociated with aspirin-induced bleeding. 
There are several reasons for question¬ 
ing the validity of this contention. First, 
patients with chronic ulcer generally 
huve a higher incidence of gastrict dis¬ 
tress than patients with acute ulcer At 
the time of the study (1965) highly 
buffered effervescent preparation* we re 
specifically and almost exclusively pro¬ 
moted for gastric distress. It would not 
be surprising therefore that the group 
with the highest incidence of gastric 
distress would have the highest incideti *e 
of highly buffered effervescent aspirin 
use. Second, even though aspirin is as¬ 
sociated more with acute ulcer (to a 
higher proportion) than with chronic 
ulcer, it lias nevertheless been av i¬ 
ated with bleeding in chronic ulcer pa¬ 
tients. In fact. langman states in rna 
review that in four of five studies, as¬ 
pirin ingestion was more frequently as¬ 
sociated with massive bleeding in duo¬ 
denal ulcer than m acute gastric lesion*. 
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This argument is found again In this 
st emcnt by Longman: "Finally Jenn¬ 
ings date, which were claimed by the 
author to suggest synergistic effects of 
alcohol and aspirin, show that the coin¬ 
cident alcohol and aspirin intake were 
less common In the acute lesion group 
than In those with bleeding due to 
chronic ulcers although the typical as¬ 
pirin lesion Is generally considered to be 
an acute mucosal erosion.** 

The data of Jennings (Ref. 18>. show¬ 
ing a higher incidence of aspirin and 
alcohol associated with hemorrhage in 
patients with chronic ulcer Including 
duodenal ulcer, are consistent with other 
recent studies. 

Therefore, the Panel concludes that 
arguments of Langman cannot be used 
to dismiss this study as reasonable 
evidence that highly buffered efferves¬ 
cent aspirin is as Ukely to be associated 
with gastric bleeding as any other form 
of aspirin. 

15* Benefit to risk considerations. 
Several benefit to risk considerations 
were involved In the Panel s recommen¬ 
dation not to allow highly buffered as¬ 
pirin for solution to be Indicated for use 
In individuals with a history of symptoms 
of trointestinal bleeding, ulcer or 
symptoms of gastric distress with or 
without concurrent headache. The 
Panel s conclusions regarding the mcch- 
anhmi involved in aspirin-Induced major 
giv*rointesttnal bleeding were a sig¬ 
nificant factor in this decision, par¬ 
ticularly the fact that the "primed** 
bleeding lesion may be caused by fac¬ 
tors other than direct gastric erosion in¬ 
duced by aspirin. It was concluded that 
bleeding can be precipitated by aspirin 
from existing acute mucosal lesions 
*hich occur to a variety of different con¬ 
ditions, e g., atrophic gastritis which is 
associated with a variety of causes, 
hypertrophic gastritis associated with 
alcohol, and acute erosions related to 
stress. 

The Panel Is concerned that the same 
conditions, alcohol and stress, which fre¬ 
quently “prime** the gastrointestinal 
tract for massive bleeding, are also those 
which most frequently produce the 
symptoms of concomitant headache and 
gastri. distress. Highly buffered aspirin 
solution has been claimed for use to re¬ 
lieve the concurrent conditions. 

A further concern of the Panel is that 
U ft: antacid 'highly buffered)-aspirin 
combination product is promoted for 
in gastric distress, even If the con¬ 
current claim of a headache is allowed, 
the public will regard these products as 
jaler than unbuffered (plain) or slightly 
J'Uered aspirin but also somewhat dif- 
•crem The Pane) feels that this Is mis¬ 
leading. 

The Panel Is concerned that In cases 
wncre c oncurrent gastritis and headache 
occur, individuals will usually take some 
probably containing aspirin, 
*5 that they may assume that the avail- 
*, °* highly buffered aspirin for 

«Hution would at least provide the safest 
Sf p,rtn Product that could be taken, 
rwwever. If as the new information sug- 
oT * Primary role of aspirin is not 
Wf station of the bleeding lesion but 


the promotion of bleeding from existing 
lesions by systemic effects, then the 
dosage form is irrelevant and highly 
buffered aspirin for solution offers no 
advantage over unbuffered (plain) 
aspirin. In fact, the Panel finds that the 
use of highly buffered aspirin for solu¬ 
tion may increase the risk because It de¬ 
livers more pure aspirin to the systemic 
circulation than regular aspirin products 
(Ref. 48). 

Even If a claim was allowed only for 
use for concurrent symptoms of gastric 
distress and headache. In the opinion of 
the Panel based on marketing history 
(Ref. 2). such products would be more 
Ukely to be used in instances involving 
gastric symptoms only. When one con¬ 
siders that massive gastric hemorrhage 
related to aspirin involves a 10 percent 
mortality rate this is much too severe a 
risk relative to the minimal, if any. bene¬ 
fit derived (Ref. 49 >. 

The Panel concludes that Is is un¬ 
proven. and unlikely that highly buffered 
aspirin for solution is less apt to produce 
major gastrointestinal hemorrhage than 
regular aspirin. Neither is there evidence 
to show that it would be safer to use this 
product rather than regular aspirin for 
concurrent symptoms of headache and 
gastric distress. Current evidence sug¬ 
gests that alcohol gastritis and stress are 
the two most likely causes of concomitant 
symptoms of headache and gastric dis¬ 
tress. Alcohol and stress are also the two 
major factors which may produce acute 
mucosal lesions and thus increase the 
risk of bleeding from the use of any 
aspirin product. 

The Panel does not bcUeve that cur¬ 
rent evidence warrants an exemption 
from the labeling recommendation for 
any form of aspirin for persons with 
gastric distress which states: “Caution: 
Do not take this product if you have 
stomach distress, ulcers or bleeding prob¬ 
lems except under the advice and super¬ 
vision of a physician *. 
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d. Labeling claims for marketed prod¬ 
ucts containing analgesics combined with 
antacid or buffering ingredients — 1 \)In¬ 
troduction. The Panel has examined the 
claims relating to the performance of 
marketing aspirin products that contain 
antacid or buffering ingredients. These 
products have been termed buffered or 
highly buffered aspirin. The Panel has 
been particularly concerned with the la¬ 
beling claims of such products that imply 
an advantage over plain aspirin products. 


These advantages have been, in various 
ways, stated to be due to a more rapid 
dissolution resulting In faster absorption 
into the bloodstream, and consequently 
preventing the adverse local reactions to 
the stomach that may be caused by plain 
(unbuffered > aspirin products. The state¬ 
ments that have most frequently been 
used on the labeling of buffered and 
highly buffered aspirin products suggest 
these advantages in terms or phrases 
such as “Faster to the bloodstream** or 
“Gentle to the stomach**. 

The Panel concludes that these claims 
give the consumer the impression that 
buffered and highly buffered aspirin 
products have a therapeutic advantage 
over plain aspirin products, and may 
mislead those consumers who can be ad¬ 
versely affected by buffered aspirin as 
well as by plain aspirin. Until such state¬ 
ments can be adequately documented, 
the Panel recommends that claims be 
limited and restricted on the label to dis¬ 
courage unproven claims of therapeutic 
advantage. 

Therefore, for the’ reasons discussed 
below, the Panel recommends that such 
labeling be restricted to the principal dis¬ 
play panel of the product and be limited 
to the following Category III statements: 
“Faster to the bloodstream than plain 
aspirin’* and “Provides Ingredients that 
may prevent the stomach distress that 
plain aspirin occasionally causes but 
should not be taken by certain individ¬ 
uals with stomach disorders as cautioned 
elsewhere on the label*'. The Panel also 
concluded that any other statemcnt(s) 
that suggests or represents a product as 
having a more rapid absorption or as 
preventing any side effects to the stom¬ 
ach because of the antacid or buffering 
ingredients in the product be classified 
as Category n. 

(2) Effect of rate of absorption into 
the bloodstream. The Panel has reviewed 
data, opinions and recommendations 
from both sides of the controversy re¬ 
garding claims that buffered aspirin has 
therapeutic advantages over plain aspirin 
due to a more rapid rate of drug absorp¬ 
tion into the bloodstream. 

The problem is complex largely due to 
Inadequacies In the available data and 
the lack of understanding of the rela¬ 
tionship between salicylate blood levels 
and onset of analgesic effects. There is 
clear experimental evidence based upon 
well-designed blood level studies which 
substantiate the claim that buffered as¬ 
pirin is more rapidly absorbed than plain 
aspirin (Refs. 1 through 3). Comparisons 
of the most commonly used plain and 
buffered aspirin show that salicylate 
blood levels are twice as high in the first 
10 to 20 minutes for the buffered aspirin 
product compared to regular aspirin. It 
can be shown that the differences in 
plasma levels in the first 20 minutes cor¬ 
relate quite well with the amount of drug 
absorbed (Ref. 4). 

The basic problem is that there arc 
no well-controlled clinical studies that 
unequivocally prove or disprove that 
these differences in absorption will result 
in clinically important differences in the 


onset. Intensity or incidence of relief of 
pain or fever. 

In the absence of this definitive infor¬ 
mation on the clinical significance of the 
increased rate of absorption, there Is a 
secondary question that was debated by 
members of the Panel and consultants 
This second question pertained to diver¬ 
gent opinions regarding the validity ami 
value to the public of statements regard¬ 
ing differences in drug absorption wtth 
no mention of therapeutic effect One 
argument is that since the Information 
regarding absorption Is true and these 
differences likely relate to real therapeu¬ 
tic advantages, the information should 
be available to the public for their asses - 
ment. The opposite view, held equally 
strong, is that such information will 
usually be confusing or misleading to the 
public. Any statement regarding more 
rapid absorption will always be inter¬ 
preted by the public as implying go me 
therapeutic advantage. Else, why would 
it be made? 

The Panel does not believe that ques¬ 
tions regarding the public’s interpreta¬ 
tion of presently undefined promotional 
statements can be objectively resolved by 
any practical methods presently avail¬ 
able to the Panel. One suggestion u is 
that the Panel should carefully formu¬ 
late an accurate statement. However, re¬ 
garding the relative rates of aspirin ab 
sorption which would be accurate and 
informative, the problem of public ini 
pretattons of labeling claims relates not 
only to the current controversy but to 
the Interpretation also of future state¬ 
ments based on new’ studies Similar 
problems have and will occur with state¬ 
ments regarding prolonged blood levels 
produced with some dosage forms and 
the inference that prolonged duration of 
effect will occur. 

The Panel views the problem of eval¬ 
uating claims relating to differences in 
blood levels of drug products as involv¬ 
ing several interrelated steps. First is the 
assessment of current scientific informa¬ 
tion and the sensitivity of available 
methodology to determine the validity of 
the claims. Category ITT should be u*cd 
to classify claims which cannot be fully 
evaluated with present data but have 
some reasonable basis and can probably 
be evaluated by further testing, perhaps, 
involving more sensitive methodol* £ v 
Second is to establish a policy that allows 
the maximum amount of Information to 
be given to the public provided that in¬ 
formation is well defined and can be put 
in perspective by the general public 
Third is to define the specific informa¬ 
tion that should be supplied by addi¬ 
tional scientific studies not only to vali¬ 
date the clinical significance of diffvr- 
cnces in blood level data but also to act’^** 
rately communicate them to the public 

Wlille current studies have failed 
show a direct one-to-one correiaUon be¬ 
tween plasma levels of an analgesic dr ► 
and pharmacologic response, there * 
some evidence that a complex nonlinear 
relationship between these two variables 
undoubtedly does exist and involvw 
nonlinear complex functions and time 
lags. These reasons include the f‘* u 1 
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a nonlinear dose-response function has 
born shown by different methods and 
that a graded time course of pharmaco¬ 
logic activity has also been shown <See 
part in. paragraph B.l.a.(l) above—Ef¬ 
fectiveness.* There are known relation- 
chips between dose and plasma concen¬ 
tration (also nonlinear). It follows 
logl ally and mathematically that some 
expression does exist and recent ad¬ 
vances in computer assisted pharmaco¬ 
kinetic modeling, analytical method- 
olofrv and analgesic testing will probably 
allow elucidation of this function In the 
future. When an insensitive test does not 
show clear differences between two prod¬ 
ucts it can only be said that present in¬ 
sensitive methods cannot determine a 
difference between the two. In the ab¬ 
sence of other evidence, no means of 
validating claims are available. 

There is some other evidence to indi- 
ca'c potential clinical differences due to 
rues of absorption. First, from a theo¬ 
retical point of view, it can be shown by 
mathematical analysis that because the 
rate of elimination of aspirin is much 
more rapid than most other drugs (50 
percent is eliminated in 15 to 20 min- 
uU ) changes in rates of absorption 
within normal ranges can result in two¬ 
fold changes in the peak plasma concen¬ 
tration 'Ref. 1>. Experimental data on 
the blood levels of aspirin by Leonards 
<Rof 5 ‘ have shown that the peak blood 
In.: .md relative amount of aspirin ab¬ 
sorbed as assessed by the areas under 
the blood level-time curves is twice as 
great for nn effervescent preparation as 
for a simple aspirin tablet. Even greater 
peak blood levels were observed when the 
sodium salt of aspirin was administered. 

Some possible approaches to define the 
conditions required in a study to move 
claim from Category in to Category I 
ore in the literature. Felnblatt et al. < Ref. 
6 ' compared the salicylate levels at¬ 
tained with buffered aspirin products 
%ith an unspecified plain aspirin tablet. 
The initial plasma levels and. therefore, 
the rates of absorption of the buffered 
products were from 1% to 2'$ times 
greater than plain aspirin preparations. 

Om- of the buffered products was tested 
asivtnjt the plain asoirln in two croea- 
ov r fctudles comparing time of onset for 
relief of pain in patients with recurring 
headaches and oain of rheumatoid arth¬ 
ritis for arthritis pain. Unfortunately, 
w data were given only as the mean 
ana range of the time of initial onset 
of relief. It is claimed that the buffered 
aspirin preparation had a more rapid on¬ 
set in both headache and arthritis pain 
The data were not evaluated sta- 
UMi-ally and individual data were not 
provided. Therefore, the apparent in- 
creuAed onset of pain relief with buffered 
wptrm cannot be further evaluated. 

However, because two preparations 
were evaluated with two types of pain. 
7* data can be analyzed to see If they 
JJ* con *tetent with the possibility that 
m *1*2 2f absorption could affect the 
,,ry ; 1 ^umlnarv Pharmacokinetic an- 
Panel indicates that with 
..» as6 Umptions the data are coasis- 
«dth a low threshold for pain relief 


requiring only 1 to 3 mg/100 ml U> initi¬ 
ate pain relief. Because of the great vari¬ 
ability in absorption rates even in the 
same individual. It Is readily seen that 
differences in onset of pain relief on the 
order of a 10 minute difference between 
two products would be very difficult to 
show statistically because of the large 
number of subjects that would be 
required. 

The Panel recognizes that the differ¬ 
ences in a few minutes in the onset of 
pain relief may be considered by some to 
be meaningless and of little practical 
value. The Panel believes that this sub¬ 
jective evaluation of effectiveness is best 
left to the consumer provided that suffi¬ 
cient facts are given to make an informed 
decision. Claims such as “faster acting” 
may be scientifically accurate but mis¬ 
leading for example, if the difference is 
1 or 2 minutes in a small percentage of 
the target population. The Panel recom¬ 
mends. therefore, that claims implying a 
greater or faster onset of therapeutic ef¬ 
fect or claims relating to blood level data 
showing differences in the rate of ab¬ 
sorption may be moved from Category 
m to Category I if the claimed differ¬ 
ences of analgesic effect can be quanti¬ 
tated to provide information on the 
quantitative estimates or the average, 
differences in the time of onset of anal¬ 
gesic that can be expected. Scientifically 
valid studies must provide some estimate 
of the degree and incidence of effect that 
can be expected by the average user for 
comparative claims. Claims such as safer 
to the stomach, faster to the blood 
stream, are of limited or negative value 
to the consumer unless sufficient infor¬ 
mation is given to put them in a proper 
perspective. 

The Panel suggests once the clinical 
studies are available to adequately dem¬ 
onstrate quantitative differences in the 
action of different aspirin products that 
such Information be included In label¬ 
ing. Reference to blood level data or other 
indirect data inferring a therapeutic ad¬ 
vantage should be accompanied by clear 
concise statements regarding the quan¬ 
titative Information on the significance 
and degree of the difference. The specific 
information that should be conveyed Is 
the average difference in magnitude of 
effect that has been proven and what 
percent of the usual target population 
will be involved. 

In the Panel’s view, value Judgments 
on comparable claims are best left to 
the consumer provided all the pertinent 
facts are available. In the absence of 
available information on the relative de¬ 
gree of effect or incidence of effect in the 
target population, comparative state¬ 
ments are of limited value and even po¬ 
tentially misleading. Indeed, the Panel 
notes that statements such as “safe to 
’ the stomach" may be taken as a compar¬ 
ative Judgment imliving properties not 
possessed by other agents. 

(3) Validation ol Category III label¬ 
ing. The Panel notes that clinical or 
blood level studies allowing an in¬ 
creased rate of absorption for one buf¬ 
fered product are not necessarily valid 
for other buffered products, or even 


different production lots of the same 
product. There is also ample evidence 
that some buffered products have for¬ 
mulations. such that, they are more 
slowly absorbed than regular aspirin. 
(See part VI paragraph B.l.b. above— 
Products containing aspirin combined 
with buffering ingredients (correc¬ 
tives).) For these reasons, the term buf¬ 
fered aspirin has limited value as a gen¬ 
eral labeling term In identifying or as¬ 
suring particular performance charac¬ 
teristics. The Panel, therefore, consid¬ 
ered the need for in vivo and in vitro 
standards to define the therapeutically 
significant characteristics of the dosage 
form. 

The Panel does not believe this to be 
a high priority until the claims for buf¬ 
fered aspirin have been validated and. 
accordingly. Justify a special designa¬ 
tion. It does not seem Justified to ex¬ 
pend considerable time and money to 
define the in vivo blood level charac¬ 
teristics at this point Methodology for 
in vivo stomach acid neutralization 
properties that relate to absorption and 
stomach safety claims should also prob¬ 
ably have a lower priority at this point 
in time. There will be other needs, how¬ 
ever. for in vitro dissolution and in 
vitro neutralization standards as a more 
expedient means to routinely evaluate 
products and lots. 

In addition to serving as a means 
of simulating in vivo performance of 
the dosage form, in vitro procedures 
may be needed as components of a 
quality control program not only for 
buffered aspirin but all standard reg¬ 
ular aspirin tablets Therefore, although 
methodology of development is now be¬ 
yond the scope of the Panel, prelimi¬ 
nary planning with the FDA was ini¬ 
tiated to consider possible recommen¬ 
dations to suggest a starting point for 
methodology development, which Is dis¬ 
cussed elsewhere in this document. (See 
part VI paragraph C.l. below—Aspirin 
standard testing procedures.) This 
methodology must be thoroughly eval¬ 
uated before it can be used to screen 
products which mav have poor biolog¬ 
ical performance. With less extensive 
modification, it may be useful for qual¬ 
ity control programs. The Panel rec¬ 
ommends that, if passible, the devel¬ 
opment of suitable in vitro methodol¬ 
ogy for aspirin and buffered asnirln be 
continued by the appropriate FDA staff 
in collaboration with all interested par¬ 
ties, e.g.. industry, academia and the 
United States Pharmacopeia . 
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2. Benzoic acid-containing ingredi¬ 
ents. The Panel has classified the follow¬ 
ing active Ingredients as Ineffective 
antirheumatic adjuvants: 

Amlnobenzoic acid (pant-ami no benzole odd 

(PABA) ) 

Sodium par a-ami nobenzoate 

Further, para-amlnobenzoic add or 
sodium amlnobenzoatc may not be in¬ 
cluded In combinations for safety reasons 
discussed below. 

a. Effectiveness. The Panel concludes 
that para-aminobenzolc acid (PABA) Is 
ineffective for use os an OTC antirheu- 
matic adjuvant and classifies It as 
Category n. The Panel further concludes 
that the combination of para-aminoben- 
zoic acid (PABA) or sodium arainoben- 
zoate with any Ingredient (s) discussed 
above In tlie antirheumatic section of 
this document are also classified as 
Category II. (See part V. above—ANTI- 
RHEUMATIC AOENTS.) There is no 
evidence that para-aminobenzolc acid or 
sodium ami nobenzoate contribute to the 
antirheumatic action of known antirheu¬ 
matic agents. 

In 1947. Rosenblum and Fraser studied 
the efficacy of para-aminobenzolc acid in 
nine patients with rheumatic fever and 
found depression of fever and relief of 
joint pain in seven patients after 2 days 
of administration of 1 to 3 g every 2 to 
3 hours (Ref. 1). In 1951, Hollander and 
Harris studied 27 patients with active 
rheumatoid arthritis. The effect of the 
drug on relief of pain and stiffness was 
studied after administration of 4 g of 
PABA daily for at least 1 week. No pa¬ 
tient experienced relief of pain and stiff¬ 
ness whereas relief was noted in patients 
given 4 g of sodium salicylate for at least 
1 week (Ref. 2). 

Para-aminobenzolc acid <PABA) in 
the form of sodium amlnobenzoate is a 
sulfonamide antagonist which competi¬ 
tively counteracts bacteriostasis induced 
by sulfonamides. Certain microorganisms 
require PABA for incorporation into folic 
acid. It is capable of altering the course 
of experimental and clinical rickettsial 
disease. In large doses, PABA can in¬ 
crease the blood level of salicylate by 
competing for glycine and thereby slow¬ 
ing the rate of conversion of salicylate to 
salicyluric acid, as shown by studies of 
Sal ass a et a1.. who demonstrated that 
PABA in doses of 24 g daily along with a 
single dose of 3 g of sodium salicylate 
produced a sustained, elevated plasma 
salicylate level (Ref. 3). This observation 
was confirmed by Hoogland (Ref. 4). 

Caraki compared the blood salicylate 
levels after the administration of a single 
dose of 050 mg sodium salicylate with the 
blood salicylate level after a single dose 
of 650 mg sodium salicylate plus 650 mg 
PABA and found no difference in blood 
salicylate level (Ref. 5). Similarly, there 
was no difference In blood salicylate lev¬ 
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els after 1 week of the same doses admin¬ 
istered 4 times dally. 

Hollander and Harris showed that 4 g 
each of sodium salicylate and PABA 
raised the plasma salicylate level more 
than did 4 g of sodium salicylate alone 
(Ref. 2). However, analgesic effectiveness 
could not be related to the level of salicy¬ 
late achieved. 

The studies on the antirheumatic ef¬ 
fectiveness of PABA do not provide ob¬ 
jective evidence of effectiveness. 

Analgesic effectiveness in relief of ar¬ 
thritis pain is claimed by Barden and 
Cunco (Ref. 6). Cass et al, (Ref. 7). 
Smith (Ref. 8) and Hebert and Renzi 
(Ref. 9). Only clinical impressions of 
effectiveness are given. 

Ford and Blanchard compared the 
functional capacity of arthritis patients 
before and after the treatment with 
physical therapy and the combination 
(sodium salicylate plus PABA) (Ref. 101. 
Some patients were also given the com¬ 
bination plus 2.5 mg cortisone. No con¬ 
clusions regarding either the antirheu¬ 
matic or analgesic effectiveness of the 
combination can be reached from this 
study because the design of the study 
did not separate the effect of hospitaliza¬ 
tion and physical therapy from the effect 
of the drug combination. 

The enteric-coated combination of as¬ 
pirin and PABA may be excreted intact 
as described by Smith In three patients 
(Ref. 8). 

Studies of the blood salicylate levels of 
aspirin alone and with PABA reveal no 
significant differences when taken in a 
dose of 900 mg aspirin every 6 hours for 
12 doses as compared to 900 mg aspirin 
plus 900 mg PABA every 6 hours for 12 
doses (Ref. 11). The combination was 
found to produce a greater number of 
mild gastrointestinal side effects. 

Taylor (Ref. 12) studied the anti¬ 
rheumatic effectiveness of the combina¬ 
tion in osteoarthritis patients by observ¬ 
ing activity status and early morning 
pain. No details are provided regarding 
the definition of these parameters and 
therefore no conclusions can be reached. 

(b) Safety. PABA has been shown to 
be goiterogenic in large doses <Ref. 13). 
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3. Caffeine (citrated caffein). The 
Panel concludes that caffeine (citrated 
caffeine) when used alone in an ad It 
oral dosage of 65 mg not to exceed 
600 mg in 24 hours is safe but ineffec¬ 
tive as an OTC analgesic, antipyretic 
and/or antirheumatic ingredient and is 
classified as Category II. However, there 
are insufficient data available to classify 
the adjuvant effect of caffeine (citrated 
caffeine) when used in combination with 
Category I analgesic, antipyretic and/or 
antirheumatic agents as an effective 
analgesic, antipyretic and/or antirhcj- 
matlc adjuvant and it is therefore classi¬ 
fied in combination as Category m. 

The Panel notes that the Advisory Re¬ 
view Panel on OTC Sedative, Tranquil¬ 
izer and Sleep-Aid Drug Products, in 
their report published in the FtotKM 
Register of December 8. 1975 (40 FR 
57292) concluded that caffeine is safe and 

effective for use as an OTC at tend ant 
when used in the recommended oral dos¬ 
age of 100 to 200 mg not more often than 
every 3 to 4 hours. The current United 
States Pharmacopeia XIX also categor¬ 
izes caffeine as a stimulant where a i 
former edition of another official com¬ 
pendium, National Formulary 
categorizes caffeine in combination with 
aspirin and phenacetin (widely known as 
A PC compound) as an analgesic mix* 
ture. This combination is no longer found 
in current official compendia. However 
caffeine is still widely used in analgesic- 
antipyretic preparations. In fact, several 
of the submissions submitted to the 
Panel for review contained combination 
products which include caffeine in van * 
ing amounts averaging from 15 to 
mg per dosage unit Unfortunately, the 
information and data submitted, fad to 
demonstrate conclusively that caffeine w 
combination is effective as an analge:: , 
antipyretic and or antirheumatic ingre¬ 
dient The Panel finds there is little evi¬ 
dence to show that this ingredient e* 4 ^ 1 
contributes to these pharmacolo*:: 
effects in the clinical sltuation. 
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The pharmacologic rationale for the 
long accepted use of caffeine in APC 
compound and In other similar products 
^ not clearly understood. The Panel 
recognizes the known pharmacologic ac¬ 
tions of the drug in stimulating the 
central nervous system, acting on the 
kidney to produce diuresis, and in stim- 
u! mg cardiac and relaxing smooth 
nr. clc Perhaps, it is this latter effect 
v .ih accounts for its popularity. 
Caffeine has been claimed to be useful 
tr. treating certain migraine headaches 
dw to constriction of cerebral blood ves¬ 
sel s and has been shown to be important 
tn the treatment of caffeine withdrawal 
headache. The latter is discussed below. 
The Panel, therefore, finds that an im¬ 
portant historical use for these prepara¬ 
tion containing caffeine has been for 
the treatment of certain types of head¬ 
ache There is also some evidence that 
caffeine may contribtue to the effective- 
n« of analgesics, and therefore, the 
Panel has categorized this possible con¬ 
tributory effect as a potential adjuvant 
action of caffeine. 

a. Effectiveness —<1 ) Caffeine as an an¬ 
algesic adjuvant. As noted above, the 
Panel finds that there is some incon¬ 
clusive evidence to suggest that caffeine 
may exert additional analgesia when 
used in combination with other anal¬ 
gesia Therefore, the Panel concludes 
that although caffeine combined with 
any Category I analgesic is safe, there 
are ^.sufficient data to demonstrate any 
additional contribution of caffeine to the 
action of the Category I analgesic 
ingredient. 

Although there is weak evidence to 
suggest that the combination is more ef¬ 
fective than the analgesic ingredient 
alone, more clinical studies need to be 
done to show' that caffeine contributes to 
the claimed effect(s) and to study the 
interaction of these combinations in 
terms of their analgesic and antipyretic 
effects As will be discussed below, there 
is only one well-controlled clinical study 
to determine whether aspirin plus caf¬ 
feine is more effective than aspirin alone 
anu the results of this study are equivo¬ 
cal <Ref. 1). Several other clinical stud¬ 
io provide some support for this hy¬ 
pothesis. and there are also supporting 
animal data, and data related to sensory 
changes to suggest that caffeine en¬ 
hances the analgesic properties of mild 
analgesics (Refs. 2 and 3>. 

The reasons for the lack of clinical 
studies of the potentiating effect of caf¬ 
feine on other mild analgesics are many 
and include the difficulty of carrying out 
controlled clinical assays with mild an¬ 
algesics Another possibility is that clin¬ 
ical ^lalgesiometry is sufficiently impre¬ 
cise in patients so that a biologically sig¬ 
nificant effect might not be measurable. 
A third possibility is that the assay is not 
•enslave to measure changes in pain in- 
, toe particular type of pain 

studied. Although the efficacy of mild 
•nalgesics has been studied in experi¬ 
mental pain and in patients with post 
of caffeine would 
probably be more apparent if, under 
controlled conditions, patients 


with headache other than migraine 
headache were the study population. 
SUll another possibility is that mixtures 
of caffeine and mild analgesics may con¬ 
tribute therapeutic benefits beyond those 
of pain relief, such as mood changes, 
which are not measured by typical clini¬ 
cal pain relief studies. 

One of the earliest reports by Moyer 
et al. (Ref. 4) compared the effects of 
aminophylline (theophylline with ethyl- 
onedlamine* and caffeine on cerebral 
hemodynamics and cerebral spinal fluid 
pressure in patients with headache clin¬ 
ically identified as hypertensive head¬ 
ache. The study demonstrated that 
aminophylline is more effective but that 
both aminophylline and caffeine cause 
prompt relief of headache which results 
from the hypertensive state. There was 
immediate relief of headaches following 
aminophylline in seven of nine patients. 
After caffeine, relief from headache was 
obtained in five of nine patients. 

There have been other studies which 
have shown that caffeine may exert a 
beneficial effect on pain relief through 
an effect on the blood vessels It has been 
known for many years and shown by the 
work of Leake et al. (Ref. 5) that the 
production of experimental headache by 
nitrites was accompanied by dilatation 
of the meningeal blood vessels 

Likewise. Pickering in 1933 (Ref. 8> 
studied headache produced by intrave¬ 
nous injections of small amounts of his¬ 
tamine. These studies were enlarged by 
Clark et al. in 1934 (Ref. 7). and by 
Schumacher et al. in 1940 (Ref. 8) who 
demonstrated that this experimental 
headache was accompanied by increased 
amplitude of pulsation of the cerebral 
blood vessels. Thus, there is good evi¬ 
dence to support the theory that some 
headaches are related to cerebral vascu¬ 
lar distension. 

A plausible explanation for the bio¬ 
chemical mechanism by which caffeine 
is effective in treating this vascular 
smooth muscle spasm has to do with the 
biologic role of adenosine-3'.5'-mono¬ 
phosphate (cyclic AMP) (Ref 9). Caf¬ 
feine (an inhibitor of a phosphodies¬ 
terase* can cause cyclic AMP to be in¬ 
creased and act as a second messenger 
to increase vascular tone. This mechan¬ 
ism would explain, then, the common 
effect of catecholamines and ampheta¬ 
mines and caffeine on the small blood 
vessels and thereby serve as the pharma¬ 
cologic mechanism by which caffeine 
could be effective in treating headache 
associated with constriction of cerebral 
blood vessels. 

In studies of other types of headache. 
Dreisbach and Pfeiffer (Ref. 10> showed 
that caffeine could be important in the 
treatment of caffeine withdrawal head¬ 
ache The authors recognized that many 
people ascribe an occasional headache 
to lack of morning coffee and the “let¬ 
down” which may result if this stimulant 
is withdrawn from habituated indi¬ 
viduals. Tills study of caffeine with¬ 
drawal headaches was one of the earliest 
experiments and in their double-blind 
study in 22 young volunteers, they pro¬ 
duced headache by the abrupt with¬ 


drawal of caffeine after the administra¬ 
tion of up to 0 78 g caffeine daily usually 
in the morning over a period of 7 to 8 
days. It was uniformly noted that head¬ 
ache following caffeine withdrawal was 
quite different from the migraine syn¬ 
drome m the five subjects who also 
suffered from migraine, although the 
caffeine withdrawal headache was ac¬ 
companied by nausea in four of the 
migraine subjects, and vomiting in one 
of them. The Investigators found that in 
55 percent of 38 trials in 22 subjects, 
headache as extreme and severe as the 
subject had ever experienced was pro¬ 
duced by the sudden withdrawal of 
caffeine. This headache responded to 
treatment by caffeine or aspirin. The au¬ 
thors concluded that this study also pro¬ 
vides a plausible explanation for the 
hitherto empirical addition of caffeine to 
many headache remedies. 

The psychotropic effect of caffeine has 
been studied in detail by Goldstein et 
a). (Ref. 11). In the study, the effects 
of caffeine in coffee were compared in 
two grouos of subjects (abstainers and 
users of coffee). The study was well con¬ 
trolled and well analyzed, and the 
authors concluded that caffeine had no 
demonstrable effect upon objectively 
measured performance, although it mode 
some subjects feel more awake and phys¬ 
ically active. There was a strong posi¬ 
tive association between the subjects' 
sensitivity to mood elevating effects of 
caffeine, and a sensitivity to the wakeful¬ 
ness caused by caffeine. The central nerv¬ 
ous system stimulant effects of caffeine 
have been discussed in detail in the OTC 
Sedative. Tranquilizer and Sleep-Aid 
Panel report published in the Federal 
Register of December 8. 1975 (40 FR 
57292). 

The Panel finds these studies tend to 
demonstrate that the habitual use of caf¬ 
feine for central nervous system effects 
may lead to withdrawal headache. 
Hence, the likelihood of headache as¬ 
sociated with the use of analgesic agents 
in combination with caffeine may be in¬ 
creased without proven compensatory 
analgesic benefit when the product is 
taken continuously for central nervous 
system effects or for caffeine withdrawal 
headache. 

It is of interest to note that in some 
recent, controlled clinical studies com¬ 
paring aspirin alone, aspirin in combina¬ 
tion with phenacetin. sallcyl&mide and 
caffeine, or aspirin, phenacetin and caf¬ 
feine. the combinations produced a mean 
pain relief score higher than those for 
aspirin alone (Refs. 1 and 12). Although 
the difference was not statistically sig¬ 
nificant in the study of DeKornfeld et al. 
(Ref. 12), it seemed to suggest that caf¬ 
feine was contributing to the pain relief 
observed. However, this study was not 
designed to test the hypothesis that caf¬ 
feine augments the effect of the anal¬ 
gesic^), and the higher scores could 
have been due to higher total equiva¬ 
lent dosage of analgesic or Indeed, as the 
authors interpreted, due to chance. 

In a study presented by Houdc (Ref. 
1), the effect of caffeine k statistically 
significant. Houde found that a com- 
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blnatlon of 210 mg aspirin. 150 mg acet¬ 
aminophen and 30 mg caffeine gave 
somewhat better pain relief than either 
aspirin or acetaminophen alone. Houde 
concluded, “while our data does not per¬ 
mit a conclusive statement, there Is at 
least some evidence in it to show that 
caffeine contributes something to the 
efficacy of these drugs/' This is the only 
well-controlled clinical study the Panel 
was able to find to suggest that CAffeine 
may contribute to the analgesic efficacy 
of analgesics. 

More recently Booy studied pain relief 
in patients following tooth extraction 
• Ref. 13). His data Indicate that on the 
first day 500 mg acetaminophen plus 50 
mg caffeine produced more pain relief 
than 500 mg acetaminophen alone. This 
difference was not apparent on the sec¬ 
ond day. 

In a study by Lim et al., <Ref. 14 > in 
which experimental pain was induced 
in man by bradykinin intraperltoneally. 
they observe that the addition of caffeine 
to the combination of aspirin and acet¬ 
aminophen produced more pain relief. 
Their method was sensitive enough to 
distinguish between two dose levels of 
aspirin, as well as the two dose levels of 
the combination of 32.5 mg caffeine. 325 
mg aspirin. 162.5 mg acetaminophen, and 
double these doses. These analgesic data 
are cautiously interpreted and the au¬ 
thors suggest that more work needs to 
be done on the potentiating effect of 
caffeine. 

Williams (Ref. 15) studied experi¬ 
mental pain in rats and found that 
caffeine alone was capable of raising 
experimental pain reaction thresholds 
and thereby exerted analgesic effects. 
However, when combined with aspirin, 
there was no potentiation, but the effect 
appeared additive. In addition, the pos¬ 
sibility of inhibition was in evidence. Re¬ 
cently Vinegar et al. (Ref. 16) showed In 
the rat not only the analgesic poten¬ 
tiating effect of caffeine on aspirin but 
also potentiation of the anti-inflamma¬ 
tory effect of aspirin. 

(2) Caffeine as an antipyretic adju¬ 
vant. Caffeine may cause a slight hyper¬ 
thermia probably through its central 
stimulating action since it Increases 
wakefulness and muscle tone Carbon 
dioxide tension is reduced and the sen¬ 
sitivity of the respiratory center to 
carbon dioxide is increased (Ref. 17). 

A recent preliminary report of the in¬ 
terference of caffeine with the antipy¬ 
retic notion of aspirin in rabbits, when 
pyrogens were used to induce fever, has 
been published (Ref. 18). The study in¬ 
volved comparisons of temperature re¬ 
sponse in rabbits following administra¬ 
tion of aspirin, aspirin combined with 
caffeine, caffeine and placebo (saline). 
The investigators found that in the ab¬ 
sence of pyrogens and fever, the drugs 
were without significant effect. Rabbits 
receiving pyrogens plus caffeine devel¬ 
oped a significantly greater fever than 
those receiving pyrogens alone. In addi¬ 
tion. as expected, aspirin markedly re¬ 
duced pyrogen induced fever but aspirin 
combined with caffeine had no antipy¬ 
retic action. The investigators postulated 


that caffeine may raise levels of 3'.5 - 
cyclic AMP. a substance reported to raise 
body temperature by inhibiting 3\5'- 
cyclic AMP phosphodiesterase. They 
concluded by recommending that these 
experiments be repeated in man and if 
similar responses are found that caffeine 
and mixtures containing caffeine not be 
used during fever. 

The Panel believes that If combina¬ 
tions are to claim antipyretic efficacy the 
inclusion of caffeine must be shown not 
to interfere with the fever-reducing ef¬ 
fect of the antipyretic In man. There¬ 
fore. combinations employing caffeine 
are placed in Category m for this indi¬ 
cation. To test for such interference, a 
study should be done tn humans to dem¬ 
onstrate an effect of the single entity 
and no interference with this effect when 
65 mg caffeine is given concomitantly. 
Thus, following the guidelines under 
clinical testing the study would contain 
placebo, a dose of the single entity both 
alone and in combination with caffeine 
in a 2x2 factorial design. (See port VI. 
paragraph C.2. below—Combination 
products containing caffeine as an anal¬ 
gesic, antipyretic and/or antirheumatic 
adjuvant.) 

b. Safety. The Panel concludes that 
caffeine when used as an adjuvant Is safe 
at a single adult dosage of 65 mg not to 
exceed 600 mg in 24 hours. 

The behavioral effects of caffeine were 
reviewed In detail by Weiss and Laties In 
1062 (Ref. 19). who reported that there 
was a wide range of behavior with the 
exception of intellectual tasks that could 
be enhanced by caffeine. They were un¬ 
able to And any evidence of physical de¬ 
pendence to continued use of caffeine, al¬ 
though abrupt cessation of the drug has 
been reported to cause headache. It is 
the consensus of many workers that caf¬ 
feine probably does more than restore 
performance degraded by muscular fa¬ 
tigue, sleep deprivation, and boredom. 

More recently, the toxicity of caffeine 
has been reviewed by Peters (Ref. 2D). 
Most of the work regarding caffeine tox¬ 
icity has been done In animals. The LD*. 
for mice has been determined to be 101 
mg/kg and for rats 105 mg/kg. The min¬ 
imal lethal intravenous dose for cats is 
80 to 100 mg/kg. It is believed that hu¬ 
man subjects may be more sensitive to 
the lethal effects of caffeine, but extrapo¬ 
lating from the animal data, it appears 
that the therapeutic doses used in com¬ 
bination with analgesics are safe. Al¬ 
though toxicity is extremely low and 
fatalities extremely rare, they are not 
unheard of (Refs. 21 and 22). In his ex¬ 
cellent review, Peters (Ref. 20> pointed 
out that it has been shown for humans 
that the absorption of caffeine after oral 
administration Is faster than after Intra¬ 
muscular administration, where the peak 
plasma level occurs after 30 minutes to l 
hour. Thus, orally administered caffeine 
is very quickly taken up and has a lialf- 
Ufe of 3 to 3 & hours in the body. 

The stimulant effects and toxicity of 
caffeine have also been reviewed exten¬ 
sively by the OTC Sedative. Tranquilizer 
and Sleep-Aid Panel In the report pub¬ 
lished In the Federal Register of Decem¬ 


ber 8, 1975 (40 FR 57292). They dh 
cussed, in addition, the mutagenic effects 
In detail. This Panel agrees with their 
conclusions regarding the safety of caf¬ 


feine. 

Chronic toxicity has not been observed 
in humans, but some resistance to the 
drug does develop. In animals, the dose 
that killed 50 percent of young adult fe¬ 
male rats In 100 days, or one- tenth of 
their life span, was estimated to be 150 
mg/kg dally. The maximal dose that was 
estimated to produce no death in 100 
days was 110 mg/kg dally. The figure of 
110 mg/kg dally extrapolated to man 
corresponds to drinking 60 to 100 cups 
of coffee dally. Thus, caffeine cons unc¬ 
tion by man. In the most readily avail¬ 
able form, is not likely to cause death in 
young healthy persons. 

Related to chronic toxicity is the fac¬ 
tor of tolerance to caffeine. Tolerance 
appears to develop within 2 to 3 days 
after the daily dosage. Tolerance to the 
hypertensive effects of caffeine has also 
been demonstrated to develop in cats. 
Thus, in man it is likely that some toler¬ 
ance to caffeine develops with daily use. 
In the rat, sensitivity to the toxic dose 
of caffeine increases with age. There » 
little information available on the bio¬ 
chemical effects of caffeine on blo^l 
glucose level or the sugar tolerance 
curve. In high doses, caffeine produces 
a sharp rise in the free fatty acids level 
of blood, an action similar to the effect 
of stress. Caffeine increases lipolysla by 
direct action on the adipose tissue (Ref. 
23). These actions, like other pharmaco¬ 
logic actions of caffeine, resemble th e 


of the catecholamines. 

Ingestion of caffeine in some patients 
resembles the effects of catecholan; ir.es 
on the heart, too. in that it induces a 
rise in cardiac index, oxygen consump¬ 
tion. mean arterial pressure and ven¬ 
tricular filling pressure (Ref. 24). Tn 
some individuals the use of coffee causes 
an increase in premature ventricular 
contractions and recently Jick et al (Ref 
25) reported a positive association be¬ 
tween coffee consumption and acuie 
myocardial infarction but no association 
between tea consumption and acute 
myocardial Infarction. However, a later 
report from the Framingham 8tudv pro¬ 
vided no support for the hypothesis that 
coffee intake Is either qualitatively or 
quantitativelv related to the initial de¬ 
velopment of manifestations of athero¬ 
sclerotic disease (Ref. 26) . 

Also, caffeine has been reported to 
cause Increased acid secretion in trie 
stomach and posslblv contribute to gas¬ 
tric bleeding < Ref. 27 >. In vitro It Inhibits 
platelet aggregation (Ref* 


__26 and 29* 

’_,a_4- 15 


[lot recommended. . 

Habituation to the use of caffeine - 
well documented. The Panel concl l!2 
with the OTC Sedative. Tranquilizer and 
Sleep- Aki Panel that this Is not a aerto •» 
problem and does not believe tha 
varnlng regarding habituation Is nee* * 
mtv. At the same time it ccroerr^d 
hat inclusion of caffeine in OTC ana 
fesic preparations may lend to their con- 
in ued use and abuse. While this could be 
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a lector In analgesic abuse the Panel 
filids Insufficient evidence to justify a 
warning at the present time and the po¬ 
tential benefits outweigh this risk. 

RcmKNcif 

-t> Houdc. R W.. “Study of Aspirin. N- 
Act:vl-p- Aralnophcnol and Caffeine Com¬ 
bine ion*/' draft of unpublished paper U 
lodv.ded In OTC Volume 090150 
iL'l Gregg. £ C.. “Effect of Non-opiate 
Analgesics and Other Drugs on the Vibra¬ 
tory threshold,** Journal of Pharmacology 
ancf Kxpenmental Therapeutics, 105.1-13, 
1952 

<3 siegtia. C. P.. “Effects of Caffeine on the 
Ab f option and Analgesic Efficacy of Para¬ 
cetamol In Rata/* Pharmacology, 10:19-27, 

1973 

<4 Moyer, J. H. et al., “The Effect of The¬ 
ophylline with Ethylenedlamlne famtnopbvl- 
Une| and Caffeine on Cerebral Hemody¬ 
namics and Cerebrospinal Fluid Pressure In 
Patents with Hypertensive Headaches,** 
American Journal of Medical Sciences. 224: 
337 m 1950. 

(5) IxNtke. C D . A. S. Loevenhart and C.4V. 
Mucr-lberger, “Dilatation of Cerebral Blood 
Yr»*c!a as a Pactor In Headache.** Journal of 
fAr vn rrican Medical Association. 88:1076. 

1927 

(6) Pickering. O W. “Observations On 
Med ntsm of Headache Produced by Hista¬ 
mine Clinical Science. 1:77-101. 1033 

( 7 , Clark. D D . H Houeh and H O Wolff, 
**Ex; • rimental Studies On Headache: Ob- 
•rr.ations on Histaxn'ne Headache.*' (n “Sen¬ 
sation. Its Meehan isms and Disturbances.'* 
Wilium# and Wilkins, Baltimore, pp. 417- 
436 J&35. 

18 ’chumscher, O. A , B. 8. Ray and H. O, 
Wolff, Experimental Studies on Headache: 
Turner Analysla of Histamine Headache and 
It* Bain Pathways/* Archives of Neurology 
cad r^rhiatry. 44:701-717, 1940 
19 1 Sutherland, E W., O. A. Robison and 
R W Butcher, “Some Aspects of the Bio¬ 
logical Role of Adenosine 3', 5*-Monophos¬ 
phate (Cyclic AMP)/* Circulation, 37:279- 
308, 1068, 

i *0) Dreiabach, R H. and C. Pfeiffer, 
Caffeine- Withdrawal Headache/* Journal of 
laboratory and Clinical Medicine. 28:1212- 

1218. 1943. 

Ill) Goldstein, A . 6. Kaiser and O Whitby, 
*Tv.-rhotroplc Effects of Caffeine in Man. IV» 
Qu&Titituive and Qualitative Differences As¬ 
sociated with Habituation to Coffee/* CJirtJ- 
cci Pharmacology and Therapeutics. 10:489 
497. 1909. 

<1/ DeKornfeld, T. J., L Lasagna and 
T M Traader, *'A Comparative Study of Five 
Prcprt* '^ry Analgesic Compounds/' Journal 
5/ tne American Medical Association. 182: 

1315-1118, 1962. 

(1 1 Booy. R. H.. “Pljnbestrljdiug Met Een- 
»out!uc Ana treeUca In de Tandheelkundc/* 
Settert ;nds Tij&schrift foot Tandheelkundc, 

TO O! 73, 1975. 

<141 Urn. R. K. S-. D. O Miller, F Guzman. 
D W Bogcrs, R W Rogers. 8. K Wang. B T. 
Chao nnd T. Y. Shlh. “Pain and Analgesia 
aTaiutted by the Intraperltonenl Bmdyklnln- 
***** p*| n Method In Man/* C'inieif Phar¬ 
macology and Therapeutics . 8:521-542. 1967, 
GV Williams, M. W.. “Analgesic Effects of 
to* APC Combination In Rat/* Toxicology 
w Applied Pharmacology m 1:447-463. 1950 
1 Vinegar. R et al, “Potentiation of the 
Inflammatory and Analgesic Activity of 
by Caffeine In the Rat/* Proceedings 
° u l ’ u s °dety for Experimental Biology and 
UrtiJ ***. 161 558 560, 1976. 

<1^ Van Euler. CL. “Physiology and Phar- 
Juroxjgy 0 f Temperature Regulation/* Phar- 
Rerfev. 13:361-398. 1961 
, <18) Dascomhe, M. J and A. 8. Milton, 
ie Eff *ct of Caffeine on the Antipyretic 


Action of Aspirin Administered During Endo¬ 
toxin Induced Fever/* BrtMs/i Journal of 
Pharmacology. 46:548 549. 1972. 

(19) Weiss. B. and V. O. Lattes, “Enhance¬ 
ment of Human Performance by Caffeine and 
the Amphetamines/' Pharmacologic Review. 
14:1-36. 1962 

(20) Peters, J. M.. “Factors Affecting Caf¬ 
feine Toxicity/* Journal of Clinical Pharma - 
cology. 7:131-141. 1967 

(21) Alstott. R L., A. J. Miller and R. B. 
Forney. “Report of a Human Fatality Due to 
Caffeine/* Journal of Forensic Sciences , 18: 
135-137. 1973. 

(22) Bucko. A., “LTmportance due Cafe 
Pour 1‘Organlsme de l'lnteUectuel/* Minerva 
Medico. 63:3340-3349. 1972 

(23) Marks. J , “Effect of Drugs on Carbo¬ 
hydrates/* Proceedings of the Nutrition So¬ 
ciety. 33:209-214, 1974. 

(24) Gould, L„ M K. Goswaml. C. V. R. 
Reddy and R F. Qomprecht, “The Cardiac 
Effects of Tea/* Journal of Clinical Pharma¬ 
cology, 13:469-474, 1973 

(25) Jick. H , O. S. Mlettlnen. R. K. Neff. 
S. Shapiro, O. P Helnonen and D Slone. ‘'Cof¬ 
fee and Myocardial Infarction/' New England 
Journal of Medicine, 289:63-07. 1973 

(26) Dawber. T R . W. B. Kannel and T. 
Oorden. “Coffee and Cardiovascular Disease,” 
New England Journal of Medicine. 291:871- 
874. 1974. 

(27) Merendtno, K. A., E. 8. Judd. J. Bar- 
onofsky, 8. S Lltow. B O. Lannln and O. H. 
Wangensteen. “Influence of Caffeine on 
Ulcer Oenesls," Surgery, 17:650-660. 1945. 

(28) Ardlie, N. O.. O Glow, B. O. Schultz 
and C, J. 8chwart*. “Inhibition and Reversal 
of Platelet Aggregation by Methyl Xan¬ 
thines/' Thrombosis et Diathesis Ifaemor- 
rhagia, \S: 070-673. 1967. 

(29) Murer. E. H. “Compounds Known to 
Effect the Cyclic Adenosine Monophosphate 
Level In Blood Platelets: Effect on Thrombin 
Induced Clot Retraction and Platelet Re¬ 
lease/* Biochimica et Biophysica Acta. 
237:310-315. 1971. 

4. Antihistamine-containing ingredi¬ 
ents. The Panel has classified the follow¬ 
ing as ingredients for potential use as 
direct acting adjuvants: 

Methapyrllene fumarate 
Phcnlramine mu 1 cate 
Phenyltoloxamine 
Pyrllamlne mateate 

The Panel received data only on 
phenyltoloxamine <Refs. 1 through 5) 
for use as an adjuvant. However, it is the 
opinion of the Panel that such potential 
activity is shared by antihistamines In 
general Therefore, the Panel has in¬ 
cluded for consideration other anti¬ 
histamines submitted to the Panel for 
review i.e., methapyrllene fumarate, 
phenlramlne maleate and pyriiamlne 
maleate. 

a. Methapyrilene fumarate. The Panel 
concludes that methapyrllene fumarate 
when used alone in the currently 
marketed OTC adult orai dosage of 25 
mg not to exceed 100 mg in 24 hours is 
safe but ineffective as an OTC analgesic, 
antipyretic and/or antirheumatlc in¬ 
gredient and is classified os Category n. 
However, there are insufficient data 
available to classify the adjuvant effect 
of methapyrllene fumarate when used in 
combination with Category I analgesic, 
antipyretic and/or antirheumatlc agents 
as an effective analgesic, antipyretic 
and or antirheumatlc adjuvant and it is 
therefore classified in combination as 
Category III. 


The Panel notes that the Advisory Re¬ 
view Panel on OTC Sedative. Tranquil¬ 
izer and Sleep-Aid Products, in their re¬ 
port published in the Federal Register 
of December 8. 1975 (40 FR 57292) con¬ 
cluded that the available data were in¬ 
sufficient to make a final determination 
as to the safety and effectiveness of 
methapyrllene fumarate for use as a 
nighttime sleep-aid or daytime sedative. 
The Panel recommended a proposed dos¬ 
age of 25 to a maximum 100 mg single 
dose at bedtime as a nighttime sleep-aid 
and a maximum 25 mg single dose up 
to 4 times dally for the drug as a day¬ 
time sedative. 

b. Pheniramine maleate. The Panel 
concludes that pheniramine maleate 
when used alone in the currently mar¬ 
keted OTC adult oral dosage of 22.5 mg 
not to exceed 50 mg in 24 hours is safe 
but ineffective as an OTC analgesic, an¬ 
tipyretic and/or antirheumatic ingredi¬ 
ent and is classified as Category II. How¬ 
ever. there are insufficient data available 
to classify the adjuvant effect of phen¬ 
iramine maleate when used in combina¬ 
tion with Category I analgesic, antipy¬ 
retic and/or antirheumatic agents as an 
effective analgesic, antipyretic and/or 
antirheumatic adjuvant and it is there¬ 
fore classified in combination as Cate- 
goo* III. 

The Panel notes that the Advisory Re¬ 
view Panel on OTC Cold, Cough, Allergy. 
Bronchodilator and Antiasthmatic 
Products, in their report published in the 
Federal Reclster of September 9. 1976 
(41 FR 38312) concluded that phenir¬ 
amine maleate is safe and effective as an 
OTC antihistamine. The Panel recom¬ 
mended an adult oral dosage of 25 mg 
every 4 to 6 hours not to exceed 150 mg 
in 24 hours. 

c. Phenyltoloxamine dihydrogen ci¬ 
trate. The Panel concludes that phenyl¬ 
toloxamine dihydrogen citrate when used 
alone In the currently marketed OTC 
adult oral dosage of 30 mg not to exceed 
240 mg in 24 hours is safe but ineffective 
as an OTC analgesic, antipyretic and/or 
antirheumatlc ingredient and is classified 
as Category II. However, there are in¬ 
sufficient data available to classify the 
adjuvant effect of phenyltoloxamine dl- 
hydrogen citrate when used in combina¬ 
tion with Category I analgesic, antipy¬ 
retic and/or antirheumatlc agents as an 
effective analgesic, antipyretic and/or 
antirheumatlc adjuvant and It is there¬ 
fore classified in combination as Cate¬ 
gory III. 

The Panel notes that the Advisory Re¬ 
view Panel on OTC Sedative, Tranquil¬ 
izer and Sleep-Aid Products, in their re¬ 
port published in the Federal Register 
of December 8, 1975 <40 FR 57292* con¬ 
cluded that the available data were in¬ 
sufficient to make a final determination 
as to the safety and effectiveness of 
phenyltoloxamine dihydrogen citrate for 
use as a nighttime sleep-aid or daytime 
sedative. The Panel recommended a pro¬ 
posed dosage of 100 to a maximum 200 
mg single dose at bedtime a$ a night¬ 
time sleep-aid and a maximum 100 mg 
single dose up to 4 times daily for the 
drug as a daytime sedative. 
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Phenyltoloxamine belongs to the eth- 
anotamino group of antihistamines. It is 
currently marketed in OTC combina¬ 
tion products for the treatment of asth¬ 
ma, allergic conditions and for headache 
and other pain. The drug has been shown 
to be effective in relieving vasomotor 
rhinitis, hay fever, pruritus, eczema, ur¬ 
ticaria. asthma and certain other aller¬ 
gic drug reactions. Animal studies have 
shown that the drug is one of the least 
toxic antihistamines. However, it may 
cause drowsiness, dizziness, insomnia, 
nervousness and epigastric distress in 
some people. 

The Panel is unaw are of any OTC mar¬ 
keting of phenvltoloxam*pe alone as an 
analgesic, antipyretic and/or antirheu¬ 
matic. However. the Panel did receive 
submissions of the use of pbenyltolox- 
amlne in combination with acetamino¬ 
phen onlv, with acetPnPnophen. phen- 
acetin, phenylpropanolamine, and with 
acetaminophen and caffeine. Labeling 
for these marketed products include 
phrases such as “for enhanced relief of 
pain”, “relief of mild to moderate pain 
and discomfort due to simple headaches; 
for temoorary relief of such pain associ¬ 
ated with muscle and joint soreness, 
neuralgia, sinusitis, minor menstrual 
cramps, the common cold or grippe, 
toothache, and minor aches and pains of 
rheumatism and arthritis'* and “pro¬ 
duces mild sedation and tranoullizatlon’*. 

The results of two clinical studies were 
submitted to the Panel to support the 
analgesic adjuvant effects of phenvl- 
toloxaminc in combination with 
acetaminophen One study was designed 
to determine the analgesic-calmative ef¬ 
fects of a currently marketed combina¬ 
tion product containing acetaminophen 
and phenyltoloxamine in the treatment 
of simple nervous tension accompanied 
by headache and the second study was 
designed to determine the effectiveness 
of the combination product in relief of 
musculoskeletal pain associated with 
anxiety. 

In the single-dose, double-blind cross¬ 
over study on simple nervous tension ac¬ 
companied by headache, both acetami¬ 
nophen and phenyltoloxamine were 
found to be effective < Ref. 1). There were 
200 females and 6 males in the study* 
Subjects w f ore instructed to take two tab¬ 
lets on the day they developed nervous 
tension with headaches. Each subject 
completed four, single-dose trials and re¬ 
ceived each drug alone, the combination 
and placebo with a minimum of 48 hours 
between The interaction of phenyltolox- 
amine and acetaminophen was not 
significant. 

The Panel carefully reviewed this 
study and the additional data submitted 
(Ref*. 1 and 5>. The Panel finds that 
problems in the 2x2 factorial analysis 
prevent a firm conclusion from being 
reached 6ince it cannot be determined if 
the combination is significantly more ef¬ 
fective than acetaminophen alone in the 
treatment of headache. 

In the other double-blind study on re¬ 
lief of musculoskeletal pain associated 
with anxiety, both acetaminophen and 
phenyltoloxamine were reported to be ef¬ 


fective (Ref. 2). Patients with acute epi¬ 
sodes of mild to moderate traumatic or 
nonrhcumatic musculoskeletal pain as¬ 
sociated with anxiety were included. 
There were 73 females and 87 males in 
the study such that the 160 subjects were 
divided into four medication groups of 40 
subjects. Each patient received two tab¬ 
lets 3 times dally for 3 days. 

Both were found to be effective, 326 
mg acetaminophen in relieving pain and 
60 mg phenyltoloxamine in relieving 
anxiety. It was reported that after 
a single dose, and after one day of dosing, 
the combination, i.c,, 325 mg acetamino¬ 
phen and 60 mg phenyltoloxamine, was 
equivalent to the combined effects of the 
two drugs in relieving pain and anxiety. 
After 2 days of dosing, the analgesic ef¬ 
fect of the combination was significantly 
greater than the effect of acetaminophen 
alone (p is less than 0.01 >. 

The Panel carefully evaluated this 
study and the additional data submitted 
(Refs. 2 and 5> and found that while 
the data suggested the combination of 
acetaminophen and phenyltoloxamine 
produced more pain relief than aceta¬ 
minophen alone, this was statistically 
significant only at 2 days. Therefore, the 
Panel finds these data insufficient to clas¬ 
sify phenyltoloxamine as an adjuvant in 
combination with acetaminophen in 
Category I. 

The Panel concludes, based upon all 
the data submitted, that the statistical 
analysis does not support the conclusion 
that the combination is effective in the 
treatment of tension headache or for 
the relief of mu&culoakeletal pain as¬ 
sociated with anxiety. The Panel has 
classified such claims as Category II. 
<See port III, paragraph B.2. above— 
Category II Labeling.) The Panel further 
concludes that the available data are in¬ 
sufficient to support the conclusion that 
the combination is more effective than 
acetaminophen alone. The Panel has 
classified the potential adjuvant effect of 
phenyltoloxamine in combination as 
Category ILL 

d. Pyrilamine maleate, The Panel con¬ 
cludes that pyrilamine maleate when 
used alone in the currently marketed 
OTC adult oral dosage of 12.5 mg not to 
exceed 50 mg in 24 hours is safe but in¬ 
effective as an OTC analgesic, antipyretic 
and/or antirheumaUc ingredient and is 
classified as Category II. However, there 
are insufficient data available to classify 
the adjuvant effect of pyrilamine maleate 
when used in combination with Category 
I analgesic, antipyretic and/or antirheu¬ 
matic agents as an effective analgesic, 
antipyretic and/or antirheumaUc adju¬ 
vant and it is therefore classified in com¬ 
bination as Category HI. 

The Panel notes that the Advisory Re¬ 
view Panel on OTC Sedative, Tranquil¬ 
izer and Sleep-Aid Products, in their re¬ 
port published in the Federal Register 
of December 8. 1975 <40 FR 57292> con¬ 
cluded that the available data was in¬ 
sufficient to make a final determination 
as to the safety and effecUveness of py¬ 
rilamine maleate for use as a nighttime 
sleep-aid or daytime sedative. The Panel 
recommended a proposed dosage of 25 


to a maximum 50 mg single dose at bed¬ 
time as a nighttime sleep-aid and a nu. - 
lmura 25 mg single dose up to 4 times 
daily for the drug as a daytime sedative 
Reverences 

(1) Drummond, C. M.. "Analgesic /Cal- a- 
tivc Effects of Acetaminophen and Pbeny.u,. 
loxamine In Treatment of 8tmple Nervo;« 
Tension Accompanied by Headache, draft 
of unpublished paper is Included In C/lc 
Volume 030155. 

(2) Drummond, C M.. "Efficacy of Pen . 
geslc In Relief of Musculoskeletal Pain As¬ 
sociated with Anxiety." draft of unpublished 
paper la Included in OTC Volume 030154 

<3) OTC Volume 030163. 

<4) OTC Volume 030165 

(5) OTC Volume 030169. 

5. Salicylamide . Hie Panel concludes 
that there are insufficient data to deter¬ 
mine that salicylamide Is either safe or 
effective when used in combination as An 
OTC adjuvant in the currently marketed 
dosage of 97.2 to 400 mg. The Panel find- 
triat salicylamide when used alone at a 
higher dosage <1,000 mg every 4 hours 
while symptoms persist not to exceed 
6.000 mg in 24 hours for not more than 
10 days) may be effective but has not 
been demonstrated to be safe for OTC 
use. However, the Panel recommends 
that salicylamide not be made available 
for OTC use at the higher dosage rar^e 
until suitable studies have been com¬ 
pleted to show both safety and effects e- 
ness. (See part III. paragraph B3c 
above—Salicylamide and part IV. para¬ 
graph B.3.C. above—Salicylamide ) 

The Panel concludes that there is some 
evidence that salicylamide may effi 
lively contribute to the analgesic effec¬ 
tiveness of combination products in do s 
(200 mg) considerably below those re¬ 
quired when salicylamide is used as a 
single analgesic agent 

Current evidence, although still incom¬ 
plete. suggests that salicylamide may be 
acting either as an adjuvant to directly 
enhance the pharmacologic activity <4 
other agents, e.g., increased hypm no 
activity of acetaminophen, or po^-bly 
indirectly by increasing the amour* ot 
the aspirin absorbed possibly by compe¬ 
tition or inhibition of metabolizing ys- 
tems in the intestine or liver. This 
mechanism provides one possible exp»u- 
nation for the “aspirin sparing * cl- im 
submitted for one analgesic combine wa 
(Ref. 1). 

Salicylamide has been demonstrate o 
Inhibit salicylate metabolism comp?'- ’ * 
with aspirin for the glucuronni n 
pathway. It has also been &how r n that it 
competitively inhibits the metabolism of 
acetaminophen in the glucuronidate and 
sulfate formation (Refs. 2 and 3). 

The mechanisms involved, dose.* re¬ 
quired and effects of formulation v&ri- 
ables are not well defined. Claims for 
adjunctive effects of salicylamide should 
be evaluated for each product. 

Studies on the systemic availability cu 
salicylamide In man at doses of 300 to 
600 mg indicate that very little free druK 
reaches the systemic circulation. In m T 
clinical studies, these doses of sallow* 
mide have provided little or no effect ca f ' r 
that obtained with placebo. Doses of 1 k> 
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2 u and higher are usually required to 
show analgesic effects. 

Based on the knowledge of single doses 
of salicylamide alone, it would seem un¬ 
likely that the small oral doses of 300 to 
600 mg found In most combination prod¬ 
ucts would result in effective plasma 
levels of salicylamide. There is accumu¬ 
lating evidence, however, that combina¬ 
tions of salicylamide with salicylates and 
ace^minophen may result in higher 
blood levels of all three agents than when 
they arc given alone. Levy and co-work¬ 
ers have shown that a mutual inhibition 
of metabolism occurs in man with a com¬ 
bination of salicylamide and sodium 
salicylate <Ref. 2) and also a combina¬ 
tion of salicylamide and acetaminophen 
tRef 3). This was not the case, however, 
with the combination of acetaminophen 
and salicylic acid (Ref. 4). 

When 2.32 g sodium salicylate was 
given to healthy adults 2 hours before 
the administration of 600 mg salieyla- 
mkJc there was a mutual inhibition of 
Klucurcnide formation by both drugs and 
a suggestion of a salicylate-induced in¬ 
hibition of salicylamide sulfate forma¬ 
tion (Ref. 2). Such inhibitory action 
would be expected to result in higher 
blood levels of the free unmetabolized 
drug* with a concomitant Increased 
pharmacologic action. 

A similar competitive inhibition in the 
metabolism of acetaminophen and sali- 
cylamide occurred when the drugs were 
administered to healthy subjects. When 
1 or 2 g salicylamide was given 1.5 hours 
after the administration of 1 g acetamin¬ 
ophen. a decrease in the formation of 
acetaminophen sulfate, acetaminophen 
glucuronide and salicylamide sulfate was 
observed as evidenced by the decreased 
excretion rates of these metabolites in 
the urine. The inhibition of sulfate 
formation was counteracted by L-cy- 
*teine. a source of sulfate, administered 
concomitantly with salicylamide (Ref, 
3' On the other hand, when sodium 
oallcylate was given after acetaminophen 
administration, there was no apparent 
mutual inhibition of the formation of the 
metabolic conjugates (glucurontdes and 
stilitttea* of acetaminophen or the 
formation of the metabolites of sodium 
oalicvlate Ref 4>. This Is in contrast 
w> the mutual metabolic inhibition that 
occurred when acetaminophen was ad- 
ministered with salicylamide (Ref. 3>. 

The results of the metabolic studies 
wing combinations of salicylamide and 
acetaminophen, salicylamUje and sodium 
ylate. and acetaminophen and 
{*2™ salicylate, indicate that saltcy- 
tfuniae is the major determinant in the 
metabolic Inhibitory’ interactions be- 
acctan *toophen and salicylamide 
•nd between sodium salicylate and sali- 
^ Pronounced competitive 
Kiurr rnTi cffcct of salicylamide on 
L»-^ 4 0 v n % cSc _. and sulfate formation is 
olkm ^ y . due to its very rapid metab- 
forrrv .^ Val !abU’ data indicate that the 
an i .“nii^ °* ^teylamlde glucuronide 
pr ? cc * is about 10 times more 
oohp*/ i han f° rT Patlon of acetamin- 

^iw5 1U , curonWe and at body 

!•» of 1 g of these drugs (Ref. 4). 


Barr et al- (Ref. 5) have shown that 
salicylic acid can competitively inhibit 
salicylamide glucuronide formation and 
noncompetitively inhibit salicylamide 
sulfate formation in a rabbit in vitro 
intestinal preparation resulting in a 40 
percent increase in free salicylamide 
transfer across the everted intestine. 

The extent to which combinations of 
these analgesics may interact in man at 
intestinal metabolism sites to Increase 
systemic plasma levels of the active 
forms of the analgesics has not been 
measured directly. Considering the meta¬ 
bolic interactions, however, these com¬ 
binations might be expected to have 
greater than additive effects. Synergistic 
pharmacologic effects of combinations 
of salicylamide with acetaminophen or 
with phenacetln have been demonstrated 
In animals and man (Refs. 3. 6. and 7). 

Berger (Ref. 6) in 1954 reported that 
salicylamide had a hypnotic effect that 
was enhanced by phenacetln which has 
no sedative effect of its own. 

The findings of Berger are corrob¬ 
orated by the studies in mice by White 
et al. (Ref. 7) who in 1956 found seda¬ 
tive effects of several combinations at 
doses which had no effect when given 
separately, including salicylamide-phen- 
acetln, salicylamlde-ocetaminophen and 
salicylamldc-acetanilldc. These workers 
also found that with a mixture of 240 mg 
acetaminophen and 600 mg salicylamide. 
76 of 108 patients noted a sedative effect 
and some patients commented on the 
analgesic effect of the mixture. The same 
dose given 4 times daily to 15 subjects 
resulted in daytime sedation in 14 pa¬ 
tients and in 7 patients receiving a place¬ 
bo. No other adverse reactions were 
noted. 

The effectiveness of two dose levels of 
a combination of acetaminophen-salicyl¬ 
amide (487.5 mg plus 487.5 mg. and 325 
mg plus 325 mg) in the treatment of 
headaches was compared to a dose of 648 
mg aspirin and to placebo in university 
students, employing a double-blind 
Latln-square design (Ref. 8). In a total 
of 94 subjects with 229 headaches, relief 
was obtained in 46 percent by placebo. 78 
percent by aspirin and 76 and 69 per¬ 
cent, respectively, by the high and low 
doses of the acetamlnphen-salicylamide 
combination. The effectiveness of all 
drug treatments was significantly differ¬ 
ent from the placebo efficacy, but not dif¬ 
ferent from each other. 

It is reasonable to conclude that in 
considering the dose of each individual 
ingredient in a combination product that 
includes salicylamide. reliance cannot be 
placed upon using the same dose of the 
ingredients that is contained in single 
ingredient products. The inhibitory ac¬ 
tion on the metabolism of the ingredi¬ 
ents in the combination, by the presence 
of salicylamide. might be expected to in¬ 
crease the amounts of the free unmetab¬ 
olized drugs to levels that would not 
otherwise occur if each ingredient were 
administered alone at the same dose. 
8uch Increased levels might result In 
overdosage and toxic effects. It is possible 
that competition for metabolism either 


at intestinal or hepatic sites during ab¬ 
sorption will provide a "sparing” effect. 

RXFXRKMCXS 

ft) OTC Volume 030113. 

(2) Levy. O and J. A. Procknal. "Drug BJo- 
tran&form*tlon Interactions In Man 1. Mu¬ 
tual Inhibition In Olucuronide Formation of 
Sallcycllc Acid and Salicylamide In Man/’ 
Journal of Pharmaceutical Sciences . 67:1330- 
1335. 1088 

(3) levy, O. and H. Yam ad a, “Drug Bio- 
transformation Inter ictlona In Man ni. 
Acetaminophen and Salicylamide/' Journal 
of Pharmaceutical Sciences. 60:215 221. 1971. 

(4) Levy. O. and C. O. Regardh, 'Drug Bio- 
transformation Interactions In Man V Acet¬ 
aminophen and Sallcycllc Acid/' Journal of 
Pharmaceutical Sciences , 60:608-611, 1971. 

(5) Barr, W H. et al.. “Doae Dependant 
Drug Metabolism During the Absorptive 
Phase." Beview of Canadian Biology, 32:31- 
42, 1973. 

(6) Berger. F W. "Hypnotic Actton of 
Combined Salicylamide and Acetophenetl- 
din." Proceedings of the Society of Experi¬ 
mental Biology and Medicine. 87:440-451. 
1954. 

(7) White. J M et al . "Salicylamide Hyp¬ 
nosis." Anesthesia and Analgesia. 35:526. 
1956. 

(8) Murray. W J., "Evaluation of Acelaml- 
nophen-SallcyUmlde Combinations in Treat¬ 
ment of Headiche/’ Journal of Clinical Phar¬ 
macology. 7:150-155, 1967. 

C. Data Required for Evaluation 

1. Aspirin standard testing procedures. 
The studies cited above have shown that 
buffered aspirin products vary among 
themselves with respect to dissolution 
rate, rate of absorption and effect on 
gastric tolerance. (See part II, para¬ 
graph J. above—Effects of Product For¬ 
mulation on Drug Absorption and Phar¬ 
macologic Effectiveness.) Variations in 
these characteristics, are also found in 
plain aspirin products. Although buf¬ 
fered aspirin products generally have 
faster dissolution rates, arc better tol¬ 
erated and are absorbed faster than 
plain aspirin products, all buffered as¬ 
pirin products cannot be equated to have 
the same ability to be absorbed and 
therefore to produce comparable blood 
levels in a specified time. On the other 
hand, while plain (unbuffered) aspirin 
products generally dissolve and are ab¬ 
sorbed at a slower rate, and are less well 
tolerated, some plain aspirin products 
are comparable to buffered aspirin prod¬ 
ucts In their ability to be rapidly dis¬ 
solved and rapidly absorbed. The simi¬ 
larities and/or dissimilarities between 
plain aspirin products and buffered as¬ 
pirin products may be accounted for on 
the basis of formulating procedures of 
the manufacturers and/or the dissolu¬ 
tion methodology employed by different 
investigators. To avoid any discrepancies 
in dissolution methodology and to elimi¬ 
nate products that are, without question, 
improperly formulated for the safe use 
of aspirin, the Panel proposes to set 
standards for plain and buffered aspirin 
products. The Panel has proposed a 
tentative testing procedure for future de¬ 
velopment and Implementation. 

a. Buffered aspirin acid neutralizing 
testing procedure. The Panel concludes 
that aspirin tablets may be labeled as 
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“buffered aspirin’* providing each dosage 
unit containing the equivalent of 325 
mg <5 gr) of aspirin contains at least 1.9 
mEq of acid neutralizing capacity as 
determined by the following procedure: 

(I) Apparatus and reagents. <1> pH 
meter, equipped with glass and saturated 
calomel electrodes 

<li> Magnetic stirrer. 

<111 * Magnetic stirring bars (about 40 
mm long and 10 mm in diameter ). 

<iv) 50 ml buret. 

<v) Buret stand. 

<vi) 100 ml beakers. 

<vil> 250 ml beakers. 

(viii) 10 ml. 20 ml and 30 ml pipets 
calibrated to deliver. 

iix> Tablet comminuting device. 

(X* A number 20 and 100 U.6. stand¬ 
ard mesh sieve. 

• xl i Tablet disintegration apparatus, 
ixll > 0.1 N. 0.5 N and 1.0 N hydro¬ 
chloric acid. 

<xlil> 0.5 N sodium hydroxide. 

<xtv» Standard pH 4.0 buffer solution 
(0.05 M potassium hydrogen phthalate). 
<xv> 95 percent ethanol. 

(xvt) Purified water U.SP. 

<21 Reagent standardization. Stand¬ 
ardize the sodium hydroxide »NaOH) 
and hydrochloric acid <HC1» solutions 
according to the procedures in the 
United States Pharmacopeia XVIII 
(NaOH page 1036 and HC1 page 1034) 
or the Official Methods of Analysis of 
the Association ol Official Analytical 
Chemists. 11th Ed 1970. <NaOH page 
876 and HC1 page 873). 

<3» Temperature standardization. 
All tests shall be conducted at 25 J 
C.t3‘ or 37- C-3\ 

<4> Acid neutralizing capacity test — 
<i> pit meter. Standardize the pH meter 
at pH 4.0 with the standardizing buffer 
and check for proper operation at pH 1 
with 0.1 N Ha. 

(II) Dosage jorm testing —<a> Table* 
sample . Place an accurately weighed 
amount of a tablet composite equiva¬ 
lent to the minimum labeled dosage Into 
a 250 ml beaker 'The composite shall 
be prepared by determining the average 
weight of not less than 20 tablets and 
then comminuting the tablets suffi¬ 
ciently to pass through a number 20 
U.S. standard mesh sieve and held by 
a number 100 VS. standard mesh sieve. 
Mix the sieved material to obtain a uni¬ 
form sample.) If wetting is desired, add 
not more than 5 ml of 95 percent etha¬ 
nol and mix to wet the sample thorough¬ 
ly (ethanol may affect the acid neu¬ 
tralizing capacity). Add wnter to a vol¬ 
ume of 70 ml and mix on magnetic stir¬ 
rer at 300±30 r.p m. for about 1 minute. 
Capsules should be tested in the same 
manner using the sieved capsule pow T - 
der as the sample. Analyze the sample 
according to the procedure set forth in 
section (5) below. 

<b) Effervescent sample. Place an 
amount equivalent to the minimum 
labeled dosage into a 250 ml beaker. 
Add 10 ml water and swirl the beaker 
gently while allowing the reaction to 
subside. Add another 10 ml of water 
and swirl the beaker gently. Wash down 
the walls of the beaker with 50 ml of 


water and mix on a magnetic stirrer 
at 300 ±30 r.p.m. for about 1 minute. 
Analyze the sample according to the 
procedure set forth in $ 331.26. 

<5> Acid neutralizing capacity test 
procedure . <i) Pipette 30.0 ml of 1.0 N 
HC1 into the sample solution while stir¬ 
ring on the magnetic stirrer at 
300^:30 r.p.m. 

(ii) Stir for exactly 15 minutes after 
addition of acid. 

<111) Begin titrating immediately and 
in a period not to exceed an additional 
5 minutes titrate the excess 1.0 N HC1 
with 0.5 N NaOH to a stable pH of 3.5. 

<iv> Check the sample solution 10 
to 15 seconds after obtaining pH 3.5 to 
make sure the pH is stable. 

(V) Calculate the number of mEq of 
acid neutralized by the sample as 
follows: 

Total mEq - (30.0 ml) (normality of HO) - 
i ml of NaOH) (N of NaOH) 

Use appropriate factors. i.e.. density, 
average tablet weight, etc., to calculate 
the total mEq of acid neutralized per 
minimum labeled dosage. 

tfl> Test modifications. The formula¬ 
tion and/or mode of administration of 
certain products may require modifica¬ 
tion of this in vitro test. Any proposed 
modification and the data to support it 
shall be submitted to the Food and Drug 
Administration for approval prior to use. 

b. Aspirin < plain and buffered) tablet 
dissolution testing procedure. Each dos¬ 
age unit containing the equivalent of 
325 mg '5 gr» of aspirin shall be suitable 
for labeling as an “aspirin** or if appli¬ 
cable “buffered aspirin” product if the 
quantity of aspirin dissolved within "x" 
minutes is not less than 162 5 mg (2.5 gr) 
<50 percent of labeled amount) and the 
quantity of aspirin dissolved in '*x“ min¬ 
utes is not less than 292 5 mg <4.5 gr) 
<90 percent of labeled amount) as de¬ 
termined by the following procedure: 

(1> Laboratory technique. Throughout 
this procedure use scrupulously clean 
glassware, which previously has been 
rinsed with dilute hydrochloric acid, dis¬ 
tilled or deionized abater, then with alco¬ 
hol. and carefully dried. Take precau¬ 
tions to prevent contamination from air¬ 
borne, fluorescent particles and from 
metal and rubber surfaces. 

<2> Dissolution test apparatus. The 
apparatus consists of a suitable water 
bath, a 500 ml round bottom glass vessel 
(Kimble Olass No. 33710-61. or equiva¬ 
lent) . a motor, and a stirring blade (Sar¬ 
gent S-76637. Size B, 3-in length: Han¬ 
son 65-700-300: or equivalent) on a stir¬ 
ring shaft (Sargent S-76636. 14. 5-in 
length: Hanson 65-700-001; or equiva¬ 
lent). The water bath may be of any 
convenient size that permits keeping the 
w’ator temperature uniformly at 37* C 
* 0.5 # C throughout the test. The water 
bath must not transmit perceptible vi¬ 
bration to the vessel. The vessel is cylin¬ 
drical. with a spherical bottom. It is 16 
cm high and is 10 cm in Inside diameter. 
Its sides are flanged near the top. The 
vessel is positioned so that the stirring 
shaft from the motor is centered on the 
vessel's cylindrical axis. The motor is 


fitted with a speed-regulating device that 
allows the motor speed to be held at 50 
rpm±2 rpm. The motor is suspend 1 
above the vessel in such a way that it 
may be raised or lowered to position the 
stirring blade. The stirring shaft is io 
mm in diameter and about 37 cm in 
length. It must run true on the motor 
axis without perceptible wobble The 
stirring blade is 4 mm thick and form* 
a section of a circle whose diameter \s 
83 mm and which is subtended by par¬ 
allel chords of 42 and 77 mm. The blade 
is positioned horizontally, with the 42 
mm edge down, so that the lower edge 
of the blade is 2.5 cm 4 0.2 cm above the 
low'est inner surface of the vessel 

(3> Dissolution medium. Use a rem ent 
containing 2.0 g sodium chloride, 3 2 g 
panain. 5 0 g mucin and 10 ml 0 1 N 
hydrochloric acid <HC1) combined and 
diluted with distilled water per each 
1.000 ml solution. 

<4) Procedure. Place 500 ml of dissolu¬ 
tion medium in the vessel, immerM* it 
in the constant-temneraturc bath set at 
37* C.±0.5* C. and allow’ the dissolution 
medium to assume the temperature of 
the bath. Position the shaft so that there 
is a distance of 2.5 cm -- 2 cm between 
the midpoint of the hottom of the blade 
and the bottom of the vessel With the 
stirrer operating at a speed of 50 rpm 
2:2 rr»m. place 1 tablet containing the 
equivalent of 325 mg <5 gr> buffered 
aspirin into the flask. After 5. 10. 20 and 
30 minutes, accurately timed, withdr 
10 ml. using a glass syringe connected to 
a glass sampling tube, of solution from 
a point mldw'ay between the stirring 
shaft and the wall of the vessel, and 
approximately midway in denth. Pllter 
the solution promptly after withdrawal, 
using a suitable membrane filter of not 
greater than 0.8 mtcron porosity Th)« 
is the test solution. Reneat the dissolu¬ 
tion procedure on 5 additional tablets 
containing the equivalent of 325 mg (5 
gr) buffered asnirin per tablet 

(5) Measurement of acetyUalicyl 
acid and salicylic acid. Dilute the test 
solution with an equal volume of 0 1 N 
HC1 The absorbance of the diluted 
solution is measured in a spectro¬ 
photometer at a wavelength of 275 
millimicrons for Acetylsalicylic acid ami 
at a wavelength of 302 millimicron* for 
salicylic acid The values are corrected 
for blank absorbance u«ing the reagent 
dissolution medium The amount* ”f 
acetvlsallcvllc acid and salicylic acid in 
the test solution at the time of aampln ^ 
are determined by comparing thc^r 
absorbancies with standard curves pre¬ 
pared for the two acids from knowt 
solutions. The solutions from which ih<* 
standard curves are prepared sheulu 
contain a known amount of acid ab¬ 
solved in reagent dissolution medium 
and their absorbancies should be rcru* 
immediately after preparation The 
amounts of the acids in the test solution 
at the time of sampling are 
in mg. The decreasing volume of the tesj 
solution after repeated sampling* as w e. 
as the amounts of acetylsalicylic acid 
and salicylic acid removed ® 1 

sample should be considered in dc * 
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mining the total amounts of acctyl- 
salicylic acid and salicylic acid in solu¬ 
tion at the time of each sampling. The 
anv ;ints of acetylsalicylic acid and sali- 
cycyllc acid should be converted to ex¬ 
press the total amount of acetylsalicyclic 
acid, in mg. (Ref. 1) resulting from the 
dissolution of a dosage unit (tablet) con¬ 
taining 325 mg <5 gr> buffered aspirin in 
minutes. 

2. C ’o mbfnation products containing an 
analgesic, antipyretic and/or antirheu¬ 
matic adjuvant — a. General principles . 
<1> Combinations must demonstrate at 
least as much analgesic effectiveness as 
650 :r.g »T0 gr> dose of aspirin. 

•2> combinations must be at least as 
safe a* the recommended 650 mg (10 gr) 
dose of aspirin or the recom¬ 
mended maximum 24 hour dose of 3,900 
mg of ispirin, 

• 3 * Each component must make a sta¬ 
tistically significant contribution to the 
total • ffect, For Instance in the case of 
caffeir. , thLs could be determined by 
fart nolly designed studies which might 
include aspirin 650 mg. aspirin 650 mg 
plu. : caffeine 60 mg. caffeine 60 mg, and 
placet > The analysis must show caffeine 
in c ombination to have a significant 
effect to Justify its continued inclusion 
in com )inatlons. 

b Determination of effectiveness . To 
establish Category I status for a Cate¬ 
gory III compound requires at least two 
studies by independent investigators 
which conform to the guidelines included 
above for compounds for which safety is 
unquestioned. (See part III. paragraph 
C nhove—Data Required for Evalu¬ 
ation » 


c. Combinations containing adjuvants . 
Combinations containing adjuvants 
which have been shown to affect the 
meUbollr pathways of other ingredients 
muit be shown on repeated dosage 
schedules not to inhibit or interfere with 
the metabolism in such a way that toxic 
of any ingredients are achieved. 
For example, for a combination contain¬ 
ing ' nlicyUmlde and aspirin, it must be 
with repeated dosing that the 
b:ood salicylate level docs not exceed 20 
Percent 


Therefore, under the Federal Food, 
and Cc *n\eUc Act (secs. 201. 502. 
', 01 ' 62 8tat - 1040-1042 as amended. 
1050-1063 as amended. 1055-1056 us 
wondetf by 70 Stat. 919 and 72 8tat. 948 
“i US.C. 321. 352. 355. 371 •) ar.d the 
AtoimktratWe Procedure Act 'secs. 4 . 
S. 10 W stat. 238 and 243 as .unended 
, i bC. 553. 554. 702. 703. 704) > and 
under authority delegated to him <21 
J 11 • lh e Commissioner of Food and 
h I 1 r u POses 0,111 Subchapter D be 
addin ® new Part 34310 read 


A pYRi 4 r^~l^ TERNAL ANALGESIC, AN1 

tirio T r«o A JS 0 antirheumatic PROI 

USE S F ° R 0VER THE COUNTER HUMA 


S« s «bp«rt S—C.n.r.l Provlllon, 

1 Scope. 

3413 ^cfmitioa*. 


Subpart B—Actlv# lngr«di«nt% 

343 10 Analgeatcft 
343 12 Antipyretics 
343.14 Antlrhcumatlcs. 

343.20 Permitted combinations of active in¬ 
gredients 

Subpart C—(Ratarvad) 

Subpart D—Labeling 

343.50 Labeling of analgesic and antipy¬ 
retic products. 

343BO Professional labeling. 

AuTHoamr: Secs. 201. 502. 505. 701, 52 Stat. 
1040 1042 as amended. 1050-1033 as amend¬ 
ed. 1055-1056 as amended by 70 Stat. 919 and 
72 Stat 948 (21 US C. 321. 352. 355. 371): (5 
C SC. 563 , 554 . 702. 703, 704). 

Subpart A—Ger>eral Provisions 
§ 313.1 Scope. 

An over-the-counter Internal analge¬ 
sic. antipyretic, or antirheumatic prod¬ 
uct in a form suitable for oral adminis¬ 
tration is generally recognized as safe 
and effective and is not misbranded if 
it meets each of the following conditions 
and each of the general conditions es¬ 
tablished in ft 330.1 of this chapter. 

§ 343.3 Definition*. 

<a) Acetaminophen analgesic equiva¬ 
lence value. The analgesic effectiveness 
for a product containing acetaminophen 
when compared to the standard aceta¬ 
minophen 325 mg (5 gr) dosage unit. 

<b» Acetaminophen (pediatric dosage 
unit i. A single dosage unit containing 80 
mg <1.23 gr» acetaminophen for children 
under 12 years. 

(c) Acetaminophen istandard dosage 
unit ). A single dosage unit containing 
325 mg (5 gr) acetaminophen. 

(d) Adjuvant An agent which, in the 
amount used, has no significant analge¬ 
sic effect itself but contributes to the 
therapeutic effect of the active agent 
either directly or indirectly. 

(1) Direct acting. An adjuvant which 
enhances the pharmacologic response di¬ 
rectly by synergistic or additive effects 
at the site of action. 

<2) Indirect acting . An adjuvant which 
does not have effects at the site of ac¬ 
tion, but indirectly increases the activity 
of the active agent) s) of the preparation 
by modifying the disposition (absorption, 
metabolism, excretion or distribution) 
of the active agent. 

(e) Age ( dosage ) usage . Infant or baby 
(under 2 years), child <2 years to under 
12 years). and adult (12 years and over). 

(f) Analgesic drug. An agent useful to 
alleviate the symptoms of pain. 

<g> Antipyretic drug. An agent used to 
reduce fever. 

<h> Antirheumatic drug. An agent 
which reduces joint or muscle tenderness 
or swelling, 

(1) Aspirin analgesic equivalence 
value. The analgesic effectiveness for a 
product containing aspirin or aspirin 
salts, eg., aluminum aspirin or calcium 
carbospirin when compared to the stand¬ 
ard aspirin 325 mg (5 gr) dosage unit, 

<J> Aspirin i buffered >. A solid dosage 
form containing 325 mg (5 gr) aspirin 


with sufficient buffering capacity with 
antacid active ingredicnMs) identified in 
ft 331.11 of this chapter such that the fin¬ 
ished product contains at least 1.9 mEq 
of acid neutralizing capacity per 325 mg 
of aspirin and results in a pH of 3.5 or 
greater at the level of the initial 10-mln- 
ute period as measured by the method 
established in ft 331.25 of tills chapter 
and provided that product is identified 
as buffered aspirin with labeling only as 
on analgesic and/or antipyretic. 

<k) Aspirin (highly buffered) for solu¬ 
tion. A solid dosage form to be dissolved 
in water prior to oral administration as a 
solution. The product shall contain 325 
mg (5 gr) aspirin and sufficient buffer¬ 
ing capacity with antacid active ingredi¬ 
ent^) identified In ft 331.11 of this chap¬ 
ter such that the finished product con¬ 
tains at least 20 mEq of acid neutralizing 
capacity per 325 rag of aspirin and results 
in a pH of 3.5 or greater at the level of 
the initial 10-minute period as measured 
by the method established in ft 331.25 of 
this chapter and provided the product Is 
identified as highly buffered aspirin with 
labeling only as an analgesic and/or anti¬ 
pyretic. 

(1) Aspirin <pediatric dosage unit). A 
single dosage unit containing 80 mg (1.23 
gr) aspirin for children under 12 years. 

<m> Aspirin (standard dosage unit). A 
single dosage unit containing 325 mg (5 
gr> aspirin. 

<n) Corrective. An agent in the drug 
delivery system Intended to reduce some 
undesirable effect of the therapeutically 
active agent. 

(o) Sodium salicylate analgesic equiv¬ 
alence value. The analgesic effectiveness 
tor a product containing sodium salicy¬ 
late or other salicylates, eg., choline sa¬ 
licylate. magnesium salicylate, or salsa- 
late when compared to the standard so¬ 
dium salicylate 325 mg dosage unit. 

<p) Sodium salicylate <standard dos¬ 
age unit). A single dosage unit contain¬ 
ing 325 mg sodium salicylate. 

Subpart 8—Active Ingredients 
§ 343.10 Analfruim, 

The active ingredients of the product 
consist of tlie following within the dosage 
limit established for each ingredient: 

(a) Aspirin. —(1) For products con¬ 
taining 325 mg (5 gr) per dosage unit.— 
(1) Standard schedule Adult oral dosage 
Is 325 mg (5 gr) to 650 mg (10 gr) every 
4 hours while symptoms persist not to 
exceed 3.900 mg (60 gr> in 24 hours for 
not more than 10 days. Children 11 to 
under 12 years oral dosage is 487.5 mg 
(7.5 gn every 4 hours while symptoms 
persist not to exceed 2.437.5 mg (37.5 gr) 
in 24 hours for not more than 5 days. 
Children 9 to under 11 years oral dos¬ 
age is 406.3 mg <6.25 gr) every 4 hours 
while symptoms persist not to exceed 
2.031 5 mg (31.25 gr) in 24 hours for 
not more than 5 days. Children 6 to 
under 9 years oral dosage is 325 mg (5 gr) 
every 4 hours while symptoms persist not 
to exceed 1,625 mg (25 gr) in 24 hours 
for not more than 5 days. Children 4 to 
under 6 years oral dosage is 243.8 mg 
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<3.75 gr) every 4 hours while symptoms 
persist not to exceed 1.219 mg <18.75 gr) 
In 24 hours for not more than 5 days. 
Children 2 to under 4 years oral dosage 
is 162.5 mg <2.5 gr> every 4 hours while 
symptoms persist not to exceed 812.5 mg 
<12.5 gr) in 24 hours for not more than 
5 days For children under 2 years, there 
Is no recommended dosage except under 
the advice and supervision of a physician. 

(U> Nonstandard schedule. Adult oral 
dosage Is 325 mg <5 gr) to 975 mg <15 gr) 
initially, followed by 650 mg <10 gr> every 

4 hours while symptoms persist not to 
exceed 3,900 mg <60 gr) In 24 hours for 
not more than 10 days. For children 
under 12 years, there is no recommended 
dosage except under the advice and 
supervision of a physician. 

<2> For products containing 80 mg 
11.23 gr) per dosage unit. Children 11 to 
under 12 years oral dosage is 480 mg 
<7. 38 gr » every 4 hours while symptoms 
persist not to exceed 2.400 mg <36.9 gr) in 
24 hours for not more than 5 days. Chil¬ 
dren 9 to under 11 years oral dosage is 
400 mg <6.15 gr> every' 4 hours while 
symptoms persist not to exceed 2,000 mg 
<30.75 gr) in 24 hours for not more than 

5 days. Children 6 to under 9 years oral 
dosage Is 320 mg <4.92 gr) every 4 hours 
while symptoms persist not to exceed 
1.600 mg <24.6 gr) in 24 hours for not 
more than 5 davs. Children 4 to under 6 
years oral dosage Is 240 mg <3.69 gr) 
every 4 hours while symptoms persist not 
to exceed 1,200 mg <18.45 gr) in 24 hours 
for not more than 5 davs. Children 2 to 
under 4 years oral dosage is 160 mg 
<2. 46 gr) every 4 hours while symptoms 
persist not to exceed 800 mg <12.3 gr) in 
24 hours for not more than 10 days. For 
children under 2 years, there is no rec¬ 
ommended dosage except under the ad¬ 
vice and supervision of a physician. 

<3> For products containing more than 
325 mg <5 gr) but not more than 421 mg 
<6.48 gr) per dosage unit Adult oral 
dosage is more than 325 mg <5 gr) but 
not more than 842 mg < 12.96 gr) initially, 
followed by more than 325 mg <5 gr) 
but not more than 421 mg <6.48 gr) every 
3 hours while symptoms persist not to 
exceed 3.789 mg <58.32 gr> In 24 hours 
for not more than 10 days. For children 
under 12 years, there is no recommended 
dosage except under the advice and su¬ 
pervision of a physician. 

<4) For products containing more than 
421 mg < 6.48 gr > but not more than 
485 mg < 7.46 gr) per dosage unit . Adult 
oral dosage is more than 421 mg <6.48 
gr) but not more than 970 mg <14.92 
gr) initially, followed by more than 421 
mg <6.48 gr> but not more than 485 mg 
(7.46 gr) every 4 hours or 842 mg <12.96 
gr) but not more than 970 mg <14.92 
gr> every 6 hours while symptoms per¬ 
sist not to exceed 3.880 mg <59.68 gr) In 
24 hours for not more than 10 days. For 
children under 12 years, there is no rec¬ 
ommended dosage except under the ad¬ 
vice and supervision of a physic lain. 

<5) For products containing more than 
485 mg 1 7.46 gr) but not more than 500 
mg < 7.69 gr) per dosage unit. Adult oral 
dosage is more than 485 mg <7.46 gr) 
but not more than 1.000 mg < 15.38 gr) 
initially, followed by more than 485 mg 


<7.46 gr) but not more than 500 mg 
<7.69 gr) every 3 hours or 970 mg <14.92 
gr) but not more than 1.000 mg <15.38 
gr) every 6 hours while symptoms per¬ 
sist not to exceed 4.000 mg <61.52 gr) in 
24 hours for not more than 10 days. 
For children under 12 years, there is no 
recommended dosage except under the 
advice and supervision of a physician. 

<6) For products containing more than 
500 mg < 7.69 gr) but not more than 650 
mg (10 gr) per dosage unit. Adult oral 
dosage is more than 500 mg <7.69 gr) 
but not more than 650 mg < 10 gr) every 

4 hours while symptoms persist not to 
exceed 3.900 mg <60 gr) in 24 hours for 
not more than 10 days. For children un¬ 
der 12 years, there is no recommended 
dosage except under the advice and su¬ 
pervision of a physician. 

<b) Acetaminophen —cl) For products 
containing 325 mg <5 gr) per dosage unit 
—<i> Standard schedule. Adult oral dos¬ 
age Is 325 mg <5 gT) to 650 mg <10 gr) 
every 4 hours while symptoms persist 
not to exceed 3.900 mg <60 gr) In 24 hours 
for not more than 10 days. Children 11 
to under 12 years oral dosage is 487.5 
mg <7.5 gr) every 4 hours while symp¬ 
toms persist not to exceed 2.437,5 mg 
<37.5 gr> In 24 hours for not more than 

5 days. Children 9 to under 11 years 
oral dosage is 406.3 mg (6.25 gT) every 

4 hours while symptoms persist not to 
exceed 2,031.5 mg (31.25 gr) in 24 hours 
for not more than 5 days. Children 6 to 
under 9 years oral dosage is 325 mg <5 
gr) every 4 hours while symptoms persist 
not to exceed 1.625 mg <26 gr> in 24 hours 
for not more than 5 days. Children 4 to 
under 6 years oral dosage Is 243.8 mg 
<3.75 gr) every 4 hours while symptoms 
persist not to exceed 1.219 mg (18.75 
gr) In 24 hours for not more than 5 
days. Children 2 to under 4 years oral 
dosage is 162.5 mg <2.5 gr> every 4 
hours whli* symptoms persist not to ex¬ 
ceed 812.5 mg <12.5 gr) in 24 hours for 
not more than 5 days. For children un¬ 
der 2 years, there U no recommended 
dosage except under the advice and su¬ 
pervision of a physician. 

<il) Nonstandard schedule . Adult oral 
dosage is 325 mg <5 gr) to 975 mg 
<15 gr) Initially, followed by 650 mg 
(10 gr) every 4 hours while symptoms 
persist not to exceed 3.900 mg (60 gr) 
in 24 hours for not more than 10 days. 
For children under 12 years, there is no 
recommended dosage except under the 
advice and supervision of a physician. 

(2) For products containing 80 mg 
(123 gr) per dosage unit. Children 11 to 
under 12 years oral dosage is 480 mg 
<7,38 gr) every 4 hours while symptoms 
persist not to exceed 2.400 mg <36 9 gr» 
in 24 hours for not more than 5 days. 
Children 9 to under 11 years oral dosage 
is 400 mg <6.16 gr) every 4 hours while 
.symptom* persist not to exceed 2.000 mg 
<30.75 gr< in 24 hours for not more than 

5 days. Children 6 to under 9 years oral 
dosage is 320 mg <4.92 gr) every 4 hours 
while symptoms persist not to exceed 
1,600 mg <24.6 gr) In 24 hours for not 
more than 5 days. Children 4 to under 6 
years oral dosage Is 240 mg <3 69 gr) 
every 4 hours while symptoms persist not 
to exceed 1.200 mg <18.45 gr) in 24 hours 


for not more than 5 days. Children 2 to 
under 4 years oral dosage Is 160 mg M6 
gr) every 4 hours while symptom' per¬ 
sist not to exceed 800 mg <12.3 gr) In 24 
hours for not more than 5 days Fur 
children under 2 years, there Is no rec¬ 
ommended dosage except under the ad¬ 
vice and supervision of a physician 
<3> For products containing 500 rng 
< 7.69 gr) per dosage unit . Adult oral 
dosage Is 500 mg <7.69 gr) to 1,000 mg 
<15.38 gr) Initially, followed by 500 mg 
<7.69 gr) every 3 hours or 1.000 mg 
<15.38 gr) every 6 hours while symptoms 
persist not to exceed 4.000 mg (61.52 gr) 
In 24 hours for not more than 10 days 
For children under 12 years, there U no 
recommended dosage except under the 
advice and supervision of a phyMclan 
<c> Calcium carbaspirln. Adult oral 
dosage is 414 to 828 mg every 4 houre 
while symptoms persist not to exceed 
4.968 mg in 24 hours for not more than 
10 day8. Children 11 to under 12 years 
oral dosage is 621 mg every 4 hours while 
symptoms persist not to exceed 3,105 mg 
in 24 hours for not more than 5 days. 
Children 9 to under 11 years oral dosage 
is 517.5 mg every 4 hours while symptoms 
persist not to exceed 2.587.5 mg in :4 
hours for not more than 5 days. Children 


6 to under 9 years oral dosage is 414 mg 
every 4 hours while symptoms persist 
not to exceed 2,070 mg in 24 hour* !or 
not more than 5 days. Children 4 to ur- 
der 6 years oral dosage is 310.5 mg every 

4 hours while symptoms persist not to ex¬ 
ceed 1,552.5 mg in 24 hours for not more 
than 5 days. Children 2 to under 4 years 
oral dosage Is 207 mg every 4 hours wMlf 
symptoms persist not to exceed 1,035 mg 
in 24 hours for not more than 5 days. 
For children under 2 years, there is no 
recommended dosage except under the 
advice and supervision of a physician 

(d) Choline salicylate. Adult oral 
dosage is 435 to 870 mg every 4 hours 
while symptoms persist not to exceed 
5.220 mg in 24 hours for not more han 
10 days. Children 11 to under 12 years 
oral dosage is 652.5 mg every 4 hours 
while symptoms persist not to exceed 
3.262.5 mg in 24 hours for not more than 

5 days. Children 9 to under 11 years oral 
dosage is 543.8 mg every 4 hours while 
symptoms persist not to exceed 2,719 n:g 
in 24 hours for not more than 5 days 
Children 6 to under 9 years oral do«tf<- 
is 435 mg every 4 hours while symptom.* 
persist not to exceed 2,175 mg to 24 hours 
for not more than 5 days. Children 4 .o 
under 6 years oral dosage is 326 5 mg 
every 4 hours while symptoms persist no* 
to exceed 1.632.5 mg to 24 hours for not 
more than 5 days. Children 2 to und^r 
4 years oral dosage is 217.6 mg even 4 
hours while symptoms persist not to - 
reed 1,087.5 mg in 24 hours for not 
than 5 days. Children under 2 years, uurc 
is no recommended dosage except un<* • 
the advice and supervision of * physjua« 

re) Magnesium salicylate. Adult oral 
dosage is 325 to 650 mg every 4» 
while symptoms persist not to ex 
3.900 mg in 24 hours for not man 
10 days. Children 11 to under 12 > 
oral dosage is 4873 mg every 4 hour* 
while symptoms persist not to ex « 
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2 437.5 mg In 24 hours for not more than 
5 Children 9 to under 11 years oral 
dn u:e U 406.3 mg every 4 hours while 
m ptoms persist not to exceed 2,031.5 
mg in 24 hours for not more than 5 days. 
Children 6 to under 9 years oral dosage 
Is 325 mg every 4 hours while symptoms 
persist not to exceed 1.625 mg in 24 hours 
for :i l more than 5 days. Children 4 to 
under 6 years oral dosage is 243.8 mg 
every 4 hours while symptoms persist 
not to exceed 1,219 mg in 24 hours for 
not more than 5 days. Children 2 to 
under 4 years oral dosage is 162.5 mg 
every 4 hours while symptoms persist not 
to exceed 812.5 mg in 24 hours for not 
more than 5 days. For children under 2 
year ; there Is no recommended dosage 
except under the advice and supervision 
of a phvsiclan. 

<f> Sodium salicylate. <1> For prod - 
uct< containing 325 mg per dosage unit .— 
ii* Standard schedule. Adult oral dosage 
Is 325 to 650 mg every’ 4 hours while 
symptoms persist not to exceed 3,900 mg 
in 24 hours for not more than 10 days. 
Children 11 to under 12 years oral dosage 
is 487 5 mg every 4 hours while symptoms 
persist not to exceed 3.4375 mg in 24 
hours for not more than 5 days. Children 

9 to under 11 yean oral dosage is 406 3 
mg every 4 hours while symptoms persist 
not to exceed 2.031.5 mg in 24 hours for 
not more than 5 davs. Children 6 to 
under 9 years oral dosage Is 325 mg every 

4 hours while symptoms persist not to 
exceed 1 625 mg in 24 hours for not more 
than 5 davs. Children 4 to under 6 years 
oral dosage is 243 8 mg every 4 hours 
while vmptoms persist not to exceed 
1.219 mg in 24 hours for not more than 

5 days Children 2 to under 4 years oral 
dosage is 162 5 mg every 4 hours while 
symptoms persist not to exceed 812.5 mg 
tn 24 hours for not more than 5 days. 
Por children under 2 years, there is no 
recommended dosage except under the 
advice and supervision of a phvsiclan. 

*11* Son standard schedule. Adult oral 
dosage is 325 mg to 975 mg Initially, fol¬ 
lowed by 650 mg every 4 hours while 
symptoms persist not to exceed 3.900 in 
24 hours for not more than 10 days. For 
children under 12 years, there Is no rec¬ 
ommended dosage except under the ad¬ 
vice and .supervision of a physician. 

<2 For products containing more than 
125 v\(j but not more than 421 mg per 
flosa<?r? un u Adult oral dosage is more 
325 mg but not more than 842 mg 
initially, followed by more than 325 mg 
out not more than 421 mg every 3 hours 
^/mptonsa persist not to exceed 
3.«89 mg in 24 hours for not more than 

10 days. For children under 12 years, 

Ls no recommended dosage except 
un dcr # d>e advice and supervision of a 
Physician. 

<3> For products containing more than 
mo but not more than 485 mg 
dosage unit. Adult oral dosage 
J® 0rc toan 421 mg but not more than 
'70 mg initially, followed by more than 
mg but not more than 485 mg every 
* ncurs or 842 mg but not more than 970 
rf. e # vcr >' 6 hours while symptoms persist 
t0 ex <*ed 3,880 mg in 24 hours for 
so. more than 10 days. For children 
Under 12 years, there is no recommended 


dosage except under the advice and su¬ 
pervision of & physician. 

<4> For products containing more than 
485 mg but not more than 500 mg per 
dosage unit. Adult oral dosage is more 
than 485 mg but not more than 1,000 mg 
initially, followed by more than 485 mg 
but not more than 500 mg every 3 hours 
or 970 mg but not more than 1.000 mg 
every 6 hours while symptoms persist not 
to exceed 4.000 mg in 24 hours for not 
more than 10 days. For children under 
12 years, there is no recommended dos¬ 
age except under the advice and super¬ 
vision of a physician. 

<5> For products containing more 
than 500 mg but not more than 650 mg 
per dosage unit. Adult oral dosage is 
more than 500 mg but not more than 
650 mg every 4 hours while symp¬ 
toms persist not to exceed 3.900 mg tn 
24 hours for not more than 10 days. For 
children under 12 years, there is no rec¬ 
ommended dosage except under the ad¬ 
vice and supervision of a physician. 

§ 313.12 Anlipyrrlic*. 

The active ingredients of the prod¬ 
uct consist of the following within the 
dosage limit established for each ingredi¬ 
ent: 

(a) Aspirin. —(1) For products con¬ 
taining 325 mg (5 gr) per dosage tmif.— 
<i> Standard schedule. Adult oral dosage 
Is 325 mg (5 gr) to 650 mg (10 gr) every 
4 hours while fever persists not to ex¬ 
ceed 3.900 mg (60 gr) In 24 hours for not 
more than 3 days. Children 11 to under 
12 years oral dosage is 487.5 mg <7.5 gr) 
every 4 hours while fever persists not 
to exceed 2.437.5 mg <37.5 gr) in 24 
hours for not more than 3 days. Chil¬ 
dren 9 to under 11 years oral dosage Is 
406.3 mg <6.25 gr) every 4 hours while 
fever persists not to exceed 2.031.5 mg 
<31.25 gr) in 24 hours for not more than 3 
days. Children 6 to under 9 years oral 
dosage is 32S mg (5 gr) every 4 hours 
while fever persists not to exceed 1,625 
mg <25 gr» in 24 hours for not more than 
3 days. Children 4 to under 6 years oral 
dosage is 243.8 mg <3.75 gr) every 4 hours 
while fever persists not to exceed 1,219 
mg <18.75 gr) in 24 hours for not more 
than 3 days. Children 2 to under 4 years 
oral dosage is 162.5 mg <2.5 gr) every 4 
hours while fever persists not to exceed 
812.5 mg <12.5 gr) In 24 hours for not 
more than 3 days. For children under 2 
years, there is no recommended dosage 
except under the advice and supervision 
of a physician. 

<ii> Nonstandard schedule. Adult oral 
dosage is 325 mg (5 gr) to 975 mg <15 
gr) initially, followed by 650 mg <10 gr) 
every 4 hours while symptoms persist not 
to exceed 3.900 mg <60 gr) in 24 hours 
for not more than 3 days. For children 
under 12 years, there is no recommended 
dosage except under the advice and su¬ 
pervision of a physician. 

<2) For products containing 80 mg 
11.23 gr) per dosage unit. Children 11 to 
under 12 years oral dosage is 480 mg (7.38 
gr) every 4 hours while fever persists not 
to exceed 2,400 mg <36.9 gr) in 24 hours 
for not more than 3 days. Children 9 to 
under 11 years oral dosage is 400 mg (6.15 
gr) every 4 hours while fever persists not 


to exceed 2.000 mg <30.75 gr) in 24 hours 
for not more than 3 days. Children 6 to 
under 9 years oral dosage is 320 mg (4.92 
gr) every 4 hours while fever persists 
not to exceed 1.600 mg (24.6 gr) in 24 
hours for not more than 3 days. Children 
4 to under 6 years oral dosage is 240 mg 
(3.69 gr) every 4 hours while fever per¬ 
sists not to exceed 1,200 mg <18.45 gr) 
in 24 hours for not more than 3 days. 
Children 2 to 4 years oral dosage is 160 
mg (2.46 gr) every 4 hours while fever 
persists not to exceed 800 mg <12.3 gr) 
in 24 hours for not more than 3 days. 
For children under 2 years, there is no 
recommended dosage except under the 
advice and supervision of a phvsiclan. 

(3) For products containing more than 
325 mg (5 gr) but not more than 421 mg 
(6.48 gr) per dosage unit. Adult oral dos¬ 
age is more than 325 mg (5 gr) but not 
more than 842 mg <12.96 gr) initially, fol¬ 
lowed by more than 325 m% (5 gr) but 
not more than 421 mg <6.48 gr) every 3 
hours while symptoms persist not to ex¬ 
ceed 3,789 mg <58.32 gr) in 24 hours for 
not more than 3 days. For children un¬ 
der 12 years, there is no recommended 
dosage except under the advice and su¬ 
pervision of a physician. 

<4) For products containing more than 
421 mg ($.48 gr) but not more than 485 
mg (7.46 gr) per dosage imff. Adult oral 
dosage is more than 421 mg (6.48 gr) but 
not more than 970 mg <14.92 gr) initially, 
followed by more than 421 mg (6.48 gr) 
but not more than 485 mg (7.46 gr) every 
4 hours or 842 mg (12 96 gr) but not more 
than 970 mg <14.92 gr) every 6 hours 
while symptoms persist not to exceed 
3.880 mg (59.68 gr) in 24 hours for not 
more than 3 days. For children under 12 
years, there Is no recommended dosage 
except under the advice and supervision 
of a physician. 

<5> For products containing more than 
485 mg ( 7.46 gr) but not more than 5 00 
mg (7.69 gr) per dosage unit. Adult oral 
dosage is more than 485 mg (7.46 gr) but 
not more than 1,000 mg (15.38 gr) initial¬ 
ly. followed by more than 485 mg <7.46 
gr) but not more than 500 mg <7.69 gr) 
every 3 hours or 970 mg (14.92 gr) but not 
more than 1,000 mg <15.38 gr) every 6 
hours while symptoms persist not to ex¬ 
ceed 4,000 mg <61.52 gr) In 24 hours for 
not more than 3 days. For children under 
12 vears. there is no recommended dosage 
except under the advice and supervision 
of a physician. 

(6) For products containing more than 
500 mg ( 7.69 gr) but not more than 650 
mg (10 gr) per dosage unit. Adult oral 
dosage Is more than 500 mg <7.69 gr) but 
not more than 650 mg <10 gr) every 4 
hours while symptoms persist not to ex¬ 
ceed 3.900 mg <60 gr) in 24 hours for not 
more than 3 days. For children under 12 
years, there is no recommended dosage 
except under the advice and supervision 
of a physician. 

<b> Acetaminophen. (1) For products 
containing 325 mg <5 gr) per dosage 
unit. —<i> Standard schedule. Adult oral 
dosage is 325 mg <5 gr) to 650 mg <10 gr) 
every 4 hours while fever persists not to 
exceed 3,900 mg <60 gr) in 24 hours for 
not more than 3 days. Children 11 to un- 
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der 12 years oral dosage is 487.5 mg (7.5 
gr) every 4 hours while fever persists not 
to exceed 2.4373 mg <37.5 gr> In 24 hours 
for not more than 3 days. Children 9 to 
under 11 years oral dosage Is 408.3 mg 
(6.25 gr) every 4 hours while fever per¬ 
sists not to exceed 2,0313 mg (31.25 gr) 
in 24 hours for not more than 3 
days. Children 6 to under 9 years 
oral dosage is 325 mg (5 gr) every 
4 hours while fever persists not 
to exceed 1,625 mg (25 gr) In 24 hours 
for not more than 3 days. Children 4 to 
under 6 years oral dosage Is 243.8 mg 
(3.75 gr) every 4 hours while fever per¬ 
sists not to exceed 1.219 mg (18.75 gr) in 
24 hours for not more than 3 days. Chil¬ 
dren 2 to under 4 years oral dosage Is 
1623 mg (2.5 gr) every’ 4 hours while fe¬ 
ver persists not to exceed 8123 mg (123 
gr) in 24 hours for not more than 3 days. 
For children under 2 years, there is no 
recommended dosage except under the 
advice and supervision of a physician. 

(11) Nonstandard schedule. Adult oral 
dosage Is 325 mg (5 gr) to 975 mg (15 
gr) initially, followed by 650 mg (10 gr) 
every' 4 hours while symptoms persist not 
to exceed 3.900 mg (60 gr) in 24 hours for 
not more than 3 days. For children under 
12 years, there Is no recommended dosage 
except under the advice and supervision 
of a physician. 

(2) For products containing 80 mg 
(123 or) per dosage unit. Children 11 to 
under 12 years oral dosage Is 480 mg 
<738 gr) every 4 hours while fever per¬ 
sists not to exceed 2,400 mg (36.9 gr) In 
24 hours for not more than 3 days. Chil¬ 
dren 9 to under 11 years oral dosage Is 
400 mg (6.15 gr) every 4 hours while fever 
persists not to exceed 2.000 mg (30.75 gr) 
in 24 hours for not more than 3 days. 
Children 6 to under 9 years oral dosage Is 
320 mg (4.92 gr) every 4 hours while fe¬ 
ver persists not to exceed 1,600 mg <24.6 
gr) In 24 hours for not more than 3 days. 
Children 4 to under 6 years oral dosage Is 
240 mg (3.69 gr) every 4 hours while fe¬ 
ver persists not to exceed 1.200 mg <18.45 
gr) in 24 hours for not more than 3 days. 
Children 2 to under 4 years oral dosage is 
160 mg (2.46 gr) every' 4 hours while fe¬ 
ver persists not to exceed 800 mg (12.3 
gr) in 24 hours for not more than 3 days. 
For children under 2 years, there Is no 
recommended dosage except under the 
advice and supervision of a physician. 

(3) For products containing 500 mg 
<7.69 gr ) per dosage unit. Adult oral dos¬ 
age is 500 mg (7.69 gr) to 1.000 mg <1538 
gr) initially, followed by 500 mg (7.69 
gr) every 3 hours or 1.000 mg (15.38 gr) 
every 6 hours while symptoms persist not 
to exceed 4.000 mg (6132 gr) in 24 hours 
for not more than 3 days. For children 
under 12 years, there Is no recommended 
dosage except under the advice and su¬ 
pervision of a physician. 

(c) Calcium carbaspirin . Adult oral 
dosage is 414 to 828 mg every 4 hours 
while fever persists not to exceed 4,968 
mg in 24 hours for not more than 3 days. 
Children 11 to under 12 years oral dosage 
Is 621 mg every 4 hours while fever per¬ 
sists not to exceed 3.105 mg in 24 hours 
for not more than 3 days. Children 9 to 
under 11 years oral dosage Is 5173 mg 


every 4 hours while fever persists not to 
exceed 2.587.5 mg In 24 hours for not 
more than 3 days. Children 6 to under 9 
years oral dosage Is 414 mg every 4 hours 
while fever persists not to exceed 2.070 
mg In 24 hours for not more than 3 days. 
Children 4 to under 6 years oral dosage 
Is 3103 mg every 4 hours while fever per¬ 
sists not to exceed 1,5523 mg In 24 hours 
for not more than 3 days. Children 2 to 
under 4 years oral dosage Is 207 mg every 
4 hours while fever persists not to exceed 
1.035 mg In 24 hours for not more than 
3 days. For children under 2 years, there 
Is no recommended dosage except under 
the advice and supervision of a physlcan. 

(d> Choline salicylate. Adult oral dos¬ 
age Is 435 to 870 mg every 4 hours while 
fever persists not to exceed 5.220 mg In 
24 hours for not more than 3 days. Chil¬ 
dren 11 to under 12 years oral dosage Is 
6523 mg every 4 hours while fever per¬ 
sists not to exceed 3.2623 mg in 24 hours 
for not more than 3 days. Children 9 to 
under 11 years oral dosage Is 543.8 mg 
every 4 hours while fever persists not to 
exceed 2,719 mg In 24 hours for not more 
than 3 days. Children 6 to under 9 years 
oral dosage Is 435 mg every 4 hours while 
fever persists not to exceed 2.175 m« in 
24 hours for not more than 3 days. Chil¬ 
dren 4 to under 6 years oral dosage is 
3263 mg every 4 hours while fever per¬ 
sists not to exceed 1,6323 mg In 24 hours 
for not more than 3 days. Children 2 to 
under 4 years oral dosage is 2173 mg ev¬ 
ery 4 hours while fever persists not to ex¬ 
ceed 1.0873 mg In 24 hours for not more 
than 3 days. Children under 2 years, 
there Is no recommended dosage except 
under the advice and supervision of a 
physician. 

<e) Magnesium salicylate. Adult oral 
dosage Is 325 to 650 mg every 4 hours 
while fever persists not to exceed 3,900 
mg In 24 hours for not more than 3 days. 
Children 11 to under 12 years oral dosage 
is 487 5 mg every 4 hours while fever per¬ 
sists not to exceed 2.437.5 mg in 24 hours 
for not more than 3 days. Children 9 to 
under 11 years oral dosage Is 406.3 mg 
every 4 hours while fever persists not to 
exceed 2,0313 mg in 24 hours for not 
more than 3 days. Children 6 to under 9 
years oral dosage is 325 mg every 4 hours 
while fever persists not to exceed 1.625 
mg in 24 hours for not more than 3 days. 
Children 4 to under 6 years oral dosage 
Is 2433 mg every 4 hours while fever 
persists not to exceed 1.219 mg In 24 
hours for not more than 3 days. Children 
2 to under 4 years oral dosage Is 1623 mg 
every 4 hours while fever persists not to 
exceed 8123 mg in 24 hours for not more 
than 3 days. For children under 2 years, 
there Is no recommended dosage except 
under the advice and supervision of a 
physician. 

(f) Sodium salicylate. —(1) For prod¬ 
ucts containing 325 mg per dbsage unit .— 
<1 ) Standard schedule. Adult oral dosago 
Is 325 to 650 mg every 4 hours while fever 
persists not to exceed 3.900 mg In 24 
hours for not more than 3 days. Children 
11 to under 12 years oral dosage Is 487.5 
mg every 4 hours while fever persists not 
to exceed 2,437.5 mg In 24 hours for not 
more than 3 days. Children 9 to under 11 


years oral dosage is 406.3 mg even’ 4 
hours while fever persists not to exceed 
2.0313 mg In 24 hours for not more than 
3 days. Children 6 to under 9 years oral 
dosage Is 325 mg every 4 hours while 
fever persists not to exceed 1.62S dir In 
24 hours for not more than 3 days. Chil¬ 
dren 4 to under 6 years oral dosage Is 
243.8 rag every 4 hours while fever per¬ 
sists not to exceed 1,219 mg In 24 hours 
for not more than 3 days. Children 2 to 
under 4 years oral dosage Is 162.5 mg 
every 4 hours while fever persists not to 
exceed 8123 mg In 24 hours for not more 
than 3 days. For children under 2 year*, 
there Is no recommended dosage except 
under the advice and supervision of a 
physician. 

(11) Nonstandard schedule. Adult oral 
dosage Is 325 mg to 975 mg Initially, fol¬ 
lowed by 650 mg every 4 hours while 
symptoms persist not to exceed 3,900 mg 
in 24 hours for not more than 3 days. For 
children under 12 years, there is no rec¬ 
ommended dosage except under the ad¬ 
vice and supervision of a physician 

(2) For products containing more than 
325 mg but not more than 421 mg per 
dosage unit. Adult oral dosage Is more 
than 325 mg but not more than 842 mg 
Initially, followed by more than 325 mg 
but not more than 421 mg every 3 hour* 
while symptoms persist not to exceed 
3.789 mg In 24 hours for not more than 
3 days. For children under 12 years, there 
Is no recommended dosage except under 
the advice and supervision of a physi¬ 
cian. 

(3) For products containing more than 
421 mg but not more than 485 mg per 
dosage unit. Adult oral dosage Is more 
than 421 mg but not more than 970 mg 
initially, followed by more than 421 mg 
but not more than 485 mg every 4 hours 
or 842 mg but not more than 970 mg 
every 6 hours while symptoms persist 
not to exceed 3.880 mg in 24 hours for 
not more than 3 days. For children under 
12 years, there Is no recommended dos¬ 
age except under the advice and super¬ 
vision of a physician. 

(4) For products containing more than 
485 mg but not more than 500 mg per 
dosage unit. Adult oral dosage is more 
tfjan 485 mg but not more than 1,000 mg 
initially, followed by more than 485 mg 
but not more than 500 mg every 3 hours 
or 970 mg but not more than 1.000 mg 
every 6 hours while symptoms persist 
not to exceed 4.000 mg In 24 hours for 
not more than 3 days. For children under 
12 years, there is no recommended dos¬ 
age cxcent under the advice and super¬ 
vision of a physician. 

(5) For products containing more than 
500 mg but not more than 650 mg per 
dosage unit. Adult oral dosage Is more 
than 500 mg but not more than 650 mg 
every 4 hours while symotoms persist 
not to exceed 3.000 mg In 24 hours for 
not more than 3 davs. For children under 
12 years, there Is no recommended dos¬ 
age exceot under the advice and super¬ 
vision of a physician. 

§ 343.14 Antlrbrunurtir*. 

The active ingredient* of the product 
consist of the following: 
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ir) Aspirin. There Is no recommended 
do.vu«c except under the advice and 
supervision of a physician. 

ib> Calcium carbaspirin. There Is no 
recommended dosage except under the 
advice and supervision of a physician. 

(c i Choline salicylate. There is no rec¬ 
ommended dosage except under the ad¬ 
vice and supervision of a physician. 

(d * Magnesium salicylate. There is no 
recommended dosage except under the 
advice and supervision of a physician. 

<c Sodium salicylate. There is no rec¬ 
ommended dosage except under the ad¬ 
vice and supervision of a physician. 

$ 343.20 IVrmittrd combination* of ar¬ 
rive ingrodirnU. 

(a) teftoe ingredients . The active in¬ 
gredients of the combination product 
consist of any two of the following at the 
dosage limit established for each 

Ingredient: 

tl) Aspirin 325 mg <5 gr) per dosage 

unit. 

(2) Acetaminophen 325 mg (5 gr> per 

dosaR'' unit. 

(3) Calcium carbaspirin 414 mg per 

dosage unit. 

<4 1 Choline salicylate 435 mg per dos¬ 
age unit. 

<5> Magnesium salicylate 325 mg per 

dosage unit. 

(6i Sodium salicylate 325 mg per dos¬ 
age Ul.lt. 

<b> For analgesic combination prod - 
rich. Adult oral dosage is 1 dosage unit 
every 4 hours while symptoms persist not 
to exceed 6 dosage units In 24 hours for 
not more than 10 days. For children un¬ 
der 12 years, there is no recommended 
dewier except under the advice and 
supervision of a physician. 

<c) For antipyretic combination prod¬ 
ucts. Adult oral dosage is 1 dosage unit 
every 4 hours while fever persists not to 
exceed 6 dosage units in 24 hours for not 
more than 3 days. 

<d» For combination products con¬ 
taining nonanalgesic and/or nonanti - 
Pltretic active ingredients. <1> Anv single 
active ingredient identified in I 343.10 or 
I 343 12 or any combination of active in¬ 
gredients identified in f 343.20(a) may 
be combined with generally recognized 
safe and effective antitussive active 
ingredient <s> provided the product is 
labeled for the concurrent symptoms in¬ 
volved. e.g., "For the temporary relief of 
occasional minor aches, pains and head¬ 
ache and for the reduction of fever, and 
for the temporary relief of cough due to 
minor throat and bronchial irritation as 
®ay occur with the common cold (cold) 
or with inhaled Irritants”. 

(2) Any •tort® active ingredient iden- 
Uned m 1343.10 or f 343.12 or any com¬ 
bination of active ingredients identified 
ln \ 343.20<a) may be combined with 
generally recognized as safe and effec¬ 
tive expectorant active ingredient(s) 
provided the product is labeled for the 
concurrent symptoms involved, e g,, “For 
w temporary relJef of occasional minor 
i™** PRtol and headache, and for the 
reduction 0 f fever, and for expectorant 
action to help loosen phlegm (sputum) 
and bronchial secretions”. 


(3) Any single active Ingredient iden¬ 
tified in 5 343.10 or ( 343.12 or any com¬ 
bination of active ingredients identified 
in { 343.20(a) may be combined with 
generally recognized as safe and effective 
nasal decongestant active ingredient(s) 
provided the product is labeled for the 
concurrent symptoms involved, e.g.. “For 
the temporary relief of occasional minor 
aches, pains and headache, and for the 
reduction of fever, and for the temporary 
relief of nasal congestion due to the com¬ 
mon cold (cold) 

(4) Any single active ingredient iden¬ 
tified in 5 343.10 or { 343 12 or any com¬ 
bination of active ingredients identified 
in 5 343.20(a) may be combined with 
generally recognized as safe and effec¬ 
tive antihistamine active Ingredient(s) 
provided the product is labeled for the 
concurrent symptoms Involved. e.g., “For 
the temporary relief of occasional minor 
aches, pains and headache, and for the 
reduction of fever, and to alleviate, de¬ 
crease, or temporarily relieve running 
nose, sneezing, itching of the nose or 
throat and Itchy and watery eyes as may 
occur in allergic rhinitis (such as hay 
fever) *\ 

(5) Any single active ingredient iden¬ 
tified in ( 343.10(b). or ( 343.12(b) may 
be combined with antacid active Ingredi- 
ent(s) which meet the requirements of 
(331.10 of this chapter provided the 
product is labeled for the concurrent in¬ 
dications identified in ( 343.50(a) and 
( 331.30(a) of this chapter. 

(6) Aspirin identified in ( 343.10(a) or 
( 343.12(a) may be combined with ant¬ 
acid active ingredient^) identified in 
( 331.11 of this chapter such that the fin¬ 
ished product contains at least 20 mEq of 
acid neutralizing capacity per 325 mg (5 
gr) aspirin and results In a pH of 3.5 or 
greater at the level of the initial 10-mln- 
ute period as measured by the method 
established in ( 331.25 of this chapter 
and provided the product is identified as 
highly buffered aspirin with labeling only 
as identified in I 343.50(a). 

(7) Aspirin identified in { 343.10(a) or 
( 343.12(a) may be combined with ant¬ 
acid active ingredient(s) identified in 
(331.11 of this chapter such that the 
finished product contains at least 1.9 
mEq of acid neutralizing capacity per 325 
mg (5 gr) aspirin and results in a pH of 
3.5 or greater at the level of the Initial 
10-minute period as measured by the 
method established in ( 331 25 of this 
chapter and provided the product is iden¬ 
tified as buffered aspirin with labeling 
only as Identified In ( 343.50(a). 

Subpart C—[Reserved] 

Subpart D—Labeling 

§ 313.50 UMinir of amalgrftir and anti* 
pvrrtir prodorl*. 

(&> Indications . The labeling shall 
identify the product pursuant to the ap¬ 
propriate definition<s> established In 
( 343.3 and shall contain the following: 

(1) For products containing analgesic 
ingredients identified in ( 343 10 or 
( 343.20 if applicable under the heading 
“Indications.” the labeling shall state 


“For the temporary relief of occasional 
minor aches, pains and headache.” 

<2> For products containing antipy¬ 
retic Ingredients identified in ( 343.12 or 
f 343.20 If applicable under the heading 
“Indications,” the labeling shall state 
“For the reduction of fever.” 

(3) For products containing anal¬ 
gesic-antipyretic ingredients identified 
in (I 343.10 and 343.12 or ( 343.20 If ap¬ 
plicable under the heading “Indica¬ 
tions,” the labeling shall state “For the 
temporary relief of occasional minor 
aches, pains and headache, and for the 
reduction of fever.” 

<b) Directions for use. The labeling of 
the product contains the recommended 
dosago and appropriate directions iden¬ 
tified under ({ 343.10 and 343.12. fol¬ 
lowed by “or as directed by a physician.” 

(c> Warnings. The labeling of the 
product contains the appropriate warn¬ 
ings under the heading “Warnings” 
which may be combined to eliminate du¬ 
plicative words or phrases so the result¬ 
ing warning is clear and understandable 
as follows: 

(I) For products containing any anal¬ 
gesic Ingredient identified in { 343.10: 

(1) “Adults: Do not take this product 
for more than 10 days. If symptoms per¬ 
sist. or new ones occur, consult your 
physician**. 

(II) “Children under 12 years: Do not 
take this product for more than 5 days. 
If symptoms persist, or new ones occur, 
consult your physician**. 

(2) For products containing any anti¬ 
pyretic ingredient identified in { 343 12: 
“If fever persists for more than 3 days 
<72 hours), or recurs, consult your phy¬ 
sician**. 

(3) For products containing any anal¬ 
gesic or any antipyretic ingredient iden¬ 
tified in {( 343.10 and 343.12 other than 
acetaminophen Identified in 5} 343.10(b) 
and 343 12(c): 

(1) “Take this product for the treat¬ 
ment of arthritis only under the advice 
and supervision of a physician**. 

(ii) “Stop taking this product If ring¬ 
ing in the ears or other symptoms occur”. 

(III) For products intended for oral ad¬ 
ministration as a solid dosage form. eg., 
tablets: (a) “Adults: Drink a full glass 
of water with each dose’*. 

(b> “Children under 12 years: Drink 
water with each dose*’. 

(iv) “ Caution: Do not take this prod¬ 
uct if you have stomach distress, ulcers 
or bleeding problems except undfer the 
advice and supervision of a physician”. 

(v) “Caution: Do not take this product 
if you are presently taking a prescrip¬ 
tion drug for anticoagulation (thinning 
the blood). diabetes, gout or arthritis ex¬ 
cept under the advice and supervision of 
a physician'*. 

(4) For products containing any an¬ 
algesic or any antipyretic Ingredient 
identified in (343.10 (a> and (c) or 
( 343.12 (a) and (c) or ( 343 20 if ap¬ 
plicable: 

(1) “This product contains aspirin. Do 
not take this product if you are allergic 
to aspirin or if you have asthma except 
under the advice and supervision of a 
physician”. 
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<tt> “Do not take this product during 
the last 3 months of pregnancy except 
under the advice and supervision of a 
physician**. 

<iii) For oral product formulations to 
be chewed before swallowing: "Do not 
take this product for at least 7 days after 
tonsillectomy or oral surgery except un¬ 
der the advice and supervision of a 
physician**. 

(5) For products containing acetami¬ 
nophen identified in 5 343.10(b), $ 343.12 
<b> or $ 343.20 if applicable: 

(i) "Do not exceed recommended 
dosage because severe liver damage may 
occur**. 

Ciii "Do not take this product for the 
treatment of arthritis except under the 
advice and supervision of a physician**. 

<6* For products containing any an¬ 
algesic or any antipyretic ingredient 
identified in $ 343.10 (d>. <e>. <f). 

§ 343 12 <d>, (e>. (f). or § 343.20 if ap¬ 
plicable: "Do not take this product if 
you are allergic to salicylates except 
under the advice and supervision of a 
physician". 

(7) For products containing mag¬ 
nesium saiicvlate identified in f 343 10 
(e>. § 343.12(e) or $ 343 20 If applicable 
in an amount more than 50 mEq of 
magnesium tn the recommended daily 
dosage: "Do not take this product if you 
have kidney disease except under the 
advice and supervision of a physician*’. 

(8) For products containing sodium 
identified in $ 343.10(0. $343.12(0 or 
§ 343.20 if applicable: 

(1) For products containing 0.2 mEq 
(5 mg * or higher of sodium per dosage 
unit: The labeling of the product con¬ 
tains the sodium content per dosage 
unit (eg, tablet, teaspoonful) If it is 
0.2 mEq (5 mg) or higher. 

(11) For products containing more than 
5 mEq (125 mg) sodium in the max¬ 
imum recommended dally dosage: “Do 
not take this product if you are on a 
sodium restricted diet except under the 
advice and supervision of a physician*’. 

<d> Statement on dosage unit. (1) For 
products containing the standard aspirin 
dosage unit identified in 1 343 10(a)(1) 
or I 343.12(a) <1> shall be clearly labeled 
on the principal display panel: "Con¬ 
tains the standard strength of 325 mg (5 
gr> aspirin per dosage unit**. The term 
“dosage unit" may be replaced by the 
applicable dosage form such as tablet or 
capsule 

(2) For oroducts containing asnlrin in 
an amount different than the standard 
aspirin dosage unit identified In $ 343.10 
(a) (3), (4). (5), (6) or $ 343.12(a) (3). 
(4), <5>. <6> shall be clearly labeled on 
the principal display panel: “Contains 
nonstandard strength of X mg (X gr> 
aspirin per dosage unit compared to the 


established standard of 325 mg (5 gr) 
aspirin per dosage unit". The actual 
amount “X" of aspirin for the specific 
product shall be used. The term "dosage 
unit** may be replaced by the applicable 
dosage form such as tablet or capsule. 

(3 > For products containing the stand¬ 
ard acetaminophen dosage unit identi¬ 
fied in § 343.10(5X1) or $ 343.12(5X1) 
shall be clearly labeled on the principal 
display panel: "Contains the standard 
strength of 325 mg <5 gr) acetaminophen 
per dosage unit". The term "dosage 
unit” may be replaced by the applicable 
dosage form such as tablet or capsule. 

(4) For products containing 500 mg 
(7.69 gr) acetaminophen identified in 
$ 343 10(b>(3) or $ 343.12(b) (3) shall be 
clearly labeled on the principal display 
panel: "Contains nonstandard strength 
of 500 mg (7.69 gr) acetaminophen per 
dosage unit compared to the established 
standard of 325 mg (5 gr) acetami¬ 
nophen per dosage unit**. The term ''dos¬ 
age unit** may be replaced by the appli¬ 
cable dosage form such as tablet or cap¬ 
sule. 

(5) For products containing the 
standard sodium salicylate dosage unit 
identified in 1 343.10(f)(1) or $ 343 12 
(f)(1) shall be clearly labeled on the 
principal display panel: "Contains the 
standard strength of 325 mg sodium 
salicylate per dosage unit". The term 
"dosage unit" may be replaced by the 
applicable dosage form such as tablet or 
capsule. 

(6) For products containing sodium 
salicylate in an amount different than 
the standard sodium salicylate dosage 
unit Identified in I 343.10(f) (2). (3), (4), 
(5) or § 343.12(f) (2). (3). (4), (5) shall 
be clearly labeled on the principal dis¬ 
play panel: “Contains nonstandard 
strength of X mg sodium salicylate per 
dosage unit compared to the established 
standard of 325 mg sodium salicylate per 
dosage unit". The actual amount “X** 
of sodium salicylate for the specific prod¬ 
uct shall be used. The term "dosage 
unit’* may be replaced by the applicable 
dosage form such as tablet or capfrule. 

(e) Sfofcmenf on analgesic equival - 
ence value . (1 > For products containing 
calcium carbasplrin identified in $ 343.10 
<c> or $ 343.12(c) shall be clearly labeled 
on the principal display panel : "Equival¬ 
ent to X mg (X gr» per dosage unit of 
the established standard of 325 mg (5 
gr) aspirin per dosage unit”. The actual 
amount of “X” of equivalent analgesic 
effectiveness for the specific product shall 
be used. The term "dosage unit” may be 
replaced by the applicable dosage form 
such as tablet or capsule. 

(2) For products containing choline 
salicylate identified In 1 343.10(d) or 


$ 343.12(d) shall be clearly labeled on 
the principal display panel: "Equivalent 
to X mg per dosage unit of the estab¬ 
lished standard of 325 mg sodium salicyl¬ 
ate per dosage unit”. The actual amount 
of “X" of equivalent analgesic effective¬ 
ness for the specific product shall be 
used. The term "dosage unit" may be re¬ 
placed by the applicable dosage form such 
as tablet or capsule. 

(3) For products containing magnesi¬ 
um salicylate identified in $ 343.10(e) or 
f 343.12(e) shall be clearly labeled on the 
principal display panel: “Equivalent to 
X mg per dosage unit of the established 
standard of 325 mg sodium salicylate per 
dosage unit". The actual amount of *‘X*‘ 
of equivalent analgesic effectiveness for 
the specific product shall be used The 
term "dosage unit" may be replaced by 
the applicable dosage form such as tablet 
or capsule. 

$ 343.80 Proffuiomil labeling. 

The labeling of a product provided to 
health professionals (but not to the gen¬ 
eral public) containing active Ingredients 
Identified in § 343,14 may contain any of 
the following indications: “For rheuma¬ 
toid arthritis. Juvenile rheumatoid ar¬ 
thritis. systemic lupus erythematosus, 
osteoarthritis (degenerative Joint dis¬ 
ease). ankylosing spondylitis, psoriatic 
arthritis, Reiter's syndrome, and flbrosi- 
tia.” 

Interested persons are Invited to .sub¬ 
mit their comments in writing (prefer¬ 
ably in quadruplicate and identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this docu¬ 
ment) regarding this proposal on or be¬ 
fore October 6. 1977. Such comments 
should be addressed to the office of the 
Hearing Clerk, Food and Drug Adminis¬ 
tration. Rm 4-65. 5600 Fishers Une, 
Rockville, MD 20857, and may be accom¬ 
panied by a memorandum or brief In 
support thereof. Additional comments 
replying to any comments so filed may 
also be submitted on or before Novem¬ 
ber 7. 1977. Received comments may be 
seen in the above office between the 
hours of 9 a. m. and 4 p. m Monday 
through Friday. 

Note —The Food and Drug Administration 
has determined that this document doe* r.ot 
contain a major proposal requiring prepara¬ 
tion of an inflation impact statement un «' 
Executive Order 11821 and OMB Circular a* 
107. 

Dated: June 7, 1977. 

Sherwin Gardner. 

Acting Commissioner of 

Food and Drugs 

|FR Doc.77-19108 Filed 7-7-77;84$ am 
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NOTICES 


DEPARTMENT OF HEALTH, 
EDUCATION. AND WELFARE 

Health Care Financing Administration 

SCHEDULE OF LIMITS ON HOSPITAL IN¬ 
PATIENT GENERAL ROUTINE SERVICE 
COSTS UNDER THE HEALTH INSUR¬ 
ANCE PROGRAM 

Cost-Reporting Periods Beginning on or 
After July 1,1977. and Before October 1, 
1977 

A revised Schedule of Limits on Hos¬ 
pital Inpatient General Routine Service 
Costs in the Medicare program, applica¬ 
ble for cost reporting periods beginning 
on or after July 1. 1977, and before 
October 1, 1977, is set forth by the Ad¬ 
ministrator. Health Care Financing Ad¬ 
ministration. with the approval of the 
Secretary of Health. Education, and 
Welfare. Section 1861<vHl> of the So¬ 
cial Security Act permits the Secretary 
to set prospective limits on costs to be 
recognized as reasonable based on esti¬ 
mates of the cost necessary in the effi¬ 
cient delivery of needed health services. 
The revised Schedule of Limits replaces 
the Schedule currently in effect which 
was published in the Federal Register 
(41 FR 269921 on June 30. 1976. The 
schedule applies to the total of the cost 
of hospital inpatient general routine 
sendee costs. These limits do not apply 
to the cost of special care units or an¬ 
cillary services. 

The Secretary of Health. Education, 
and Welfare is strongly committed to a 
national policy of containing the rapidly 
escalating health care costs. Therefore, 
the Secretary hereby serves notice of his 
intention to publish in the near future 
for comment a proposed new schedule 
of limits which, when published in Anal 
form, will become effective for cost re¬ 
porting periods begtnnnig on or after 
October 1, 1977. The Secretary also 
senses notice that either this or the sub¬ 
sequent schedule of limits may be re¬ 
quired to be revised to conform with any 
Federal cost containment legislation en¬ 
acted subsequent to the effective date of 
this schedule. 

The initial classification system, which 
is described In the Federal Register <39 
FR 20168) published June 6, 1974. was 
developed to provide for comparison of 
hospitals of similar size and in similar 
economic environments. Several refine¬ 
ments of the initial classification system 
were made effective July 1, 1975. and are 
described in the Federal Register i 40 
FR 23622) published May 30, 1975. 

An additional refinement was made in 
the revised schedule of limits effective 
July 1, 1976. The refinement was the 
result of changes In the size of units of 
economic environment, and is described 
in the Federal Register <41 FR 26992) 
published June 30. 1976. 

A refinement is made in the revised 
schedule of limits effective July 1. 1977. 
This limited refinement arose from the 


definition of metropolitan environments 
In the New England area. Under the Of¬ 
fice of Management and Budget <OMB> 
definition, which has been used to dis¬ 
tinguish between metropolitan and non¬ 
metropolitan areas. Standard Metro¬ 
politan Statistical Areas (SMSA’s) and 
Standard Consolidated Statistical Areas 
(SCSA’s) In New England are based on 
cities and towns rather than on counties, 
as is the case In the rest of the United 
States Because towns and cities are used 
to delineate SMSA's and SCSA’s In New 
England, a county may be part of more 
than one SMSA or only a part of a 
county may be in an SMSA. However, 
Income data supplied by the Department 
of Commerce. Bureau of Economic 
Analysis (BEA). which arc used to group 
various areas according to economic en¬ 
vironment. are available only on a county 
basis. In order to use the available data, 
BEA has slightly changed SMSA defi¬ 
nitions tn New England so that the 
8M8A’s follow county lines. 

Therefore, under the classification 
system presently in force, a hospital 
located in the part of the county not in¬ 
cluded by OMB in the SMSA/SCSA 
would be subiect to a nonmetropolitan 
limit even though the t>er capita income 
of the hospital s location had been used 
for SMSA/8CSA classification grouping 
purposes. This situation is limited to New 
England and is inconsistent with the 
classification grouping for the rest of the 
United States where the OMB and BEA 
definitions of SMSA’s consistently follow 
county lines. 

In order to rectify this inconsistency, a 
change is made in the description of 
metropolitan environment used in the 
classification system. The change would 
alter the requirements for metropolitan 
status and would deem an entire county 
to be within an SMSA 'SC3A if any part 
of such county was Included by OMB in 
the 8MSA/8CSA. Where a county con¬ 
tains the major city of an SMSA and is 
considered by OMB to be part of two or 
more SMSA’s, the entire county would 
be deemed to be part of the SMSA whose 
major city it encompasses. Where a 
county Is considered by OMB to be part 
of two or more SMSA's and does not 
contain the major city of any SMSA, the 
countv would be included in the 8MSA 
having the highest per caoita income. An 
SMSA’s major city is defined as the city 
from which the 8MSA takes its name. 
Where the application of this provision 
results in a provider being placed in a 
group with a limit lower than the limit 
to which it would have been subject with¬ 
out the change, the higher limit may be 
applied in the cost reporting period to 
which this schedule applies. 

An additional refinement is made in 
the revised schedule of limits effective 
July 1. 1977, for nonmetropolitan areas. 
In nonmetropolitan areas, which are 
frequently single Industry areas, per 
capita Income levels are extremely sen¬ 


sitive to changes In economic conditions 
from one year to the next. This is espe¬ 
cially true where the primary source of 
income is from agriculture. In these 
cases, hospital costs usually reflect the 
trend of the area’s economy rather than 
year to year fluctuations. In order to 
provide more equitable treatmir. to 
nonmetropolitan areas, a change has 
been made that would base the cla- id¬ 
eation of State nonmetropolitan m cos 
on a 5-year per capita average income 
instead of a one year base period In 
these areas the longer base would be 
more refiectlvo of the economic environ¬ 
ment than a single year's Income 

The same change was considers.! for 
the metropolitan (SMSA/SCSA) arc,*/ 
However, these areas do not exhibit the 
same volatility of per capita income from 
one year to the next as do the non- 
SMSA areas. This may be attributed to 
diversity in economic activity in the 
SMSA areas plus the additional benefits, 
such as supplemental unemployment 
compensation, which are available to the 
mostly unionized workers in these area* 
Therefore, no change is being made in 
the classification system for SMSA L 3A 
areas. 

The revised Schedule of Limits retains 
the provision to protect metropolitan 
area providers, for the period in whirl 
this schedule Is in effect from the effe ' 
of lower limits that might result fiom 
circumstances that result in a lower per 
caoita Income for the provider’s area 
Thus, If a metropolitan area’s per capita 
income in a year, or a change in SMSA 
SCSA designation during the year, pla* 
the area in a group lower than in 
previous year, the limit to be applies f >r 
that year will be the higher of the ci r - 
rent period group or the Immediately 
preceding year group. This provision will 
lessen the effect of unusual short-term 
fluctuations in area per capita income 
on reimbursement to individual pn>- 
viders. 

For the period In which this schedule 
is in effect the same provision will be ap¬ 
plied to nonmetropolitan provider? 
which have been placed In a lower group 
as a result of the new classification meth¬ 
odology'. SMSA and non-SMSA areas 
that are affected by this provision are 
Indicated tn the list of groups by an as¬ 
terisk preceding the area name 

Example: Hospital A. Bed Size 150 
Per capita Income in the providers 
SMSA during the period on which v >e 
classification is based was reduced be¬ 
cause of the effects of a natural disaster 
Provider A had been classified in GnrJP 
II effective July 1. 1976. and is now clw> 
sifted in Group III beginning July 
The limit to be applied to Provider A lo¬ 
ginning July l, 1977, is the higher of the 
Oroup H limit or the Oroup HI limit 

All SMSA’s and SCSA’s have been di¬ 
vided into the following five grouj* 
based on per capita Income. Counties, 
rather than SMSA/SCSA areas, are 
listed for New England States 
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NOTICES 


DEPARTMENT OF LABOR 

Employment Standards Administration 

MINIMUM WAGES FOR FEOERAL AND 

FEDERALLY ASSISTED CONSTRUCTION 

General Wage Determination Decisions 

General Wage Determination Deci¬ 
sions of the SecreUry of Labor specify, in 
accordance with applicable law and on 
the basis of Information available to the 
Department of Labor from its study of 
local wage conditions and from other 
sources, the basic hourly wage rates and 
fringe benefit payments which are de¬ 
termined to be prevailing for the de¬ 
scribed classes of laborers and mechanics 
employed in construction activity of the 
character and in the localities specified 
therein. 

The determinations in these decisions 
of such prevailing rates and fringe bene¬ 
fits have been made by authority of the 
Secretary of Labor pursuant to the provi¬ 
sions of the Davis-Bacon Act of March 3. 
1931. as amended (46 Stat. 1494. as 
amended. 40 U.S.C 276a) and of other 
Pederal statutes referred to in 29 CFR 1.1 
(including the statutes listed at 36 FR 
306 following Secretary of Labor’s Order 
No. 24-701 containing provisions for the 
payment of wages which are dependent 
upon determination by the Secretary 
of Labor under the Davis-Bacon Act; and 
pursuant to the provisions of Part 1 of 
Subtitle A of TiUe 29 of Code of Fed¬ 
eral Regulations. Procedure for Prede¬ 
termination of Wage Rates. <37 FR 
21138* and of Secretary of Labor’s Or¬ 
ders 12-71 and 15-71 (36 FR 8755. 8756>. 
The prevailing rates and fringe benefits 
determined in these decisions shall, in ac¬ 
cordance with the provisions of the fore¬ 
going statutes, constitute the minimum 
wages payable on Federal and federally 
assisted construction projects to laborers 
and mechanics of the specified classes en¬ 
gaged on contract work of the character 
and in the localities described therein. 

Good cause is hereby found for not 
utilizing notice and public procedure 
thereon prior to the issuance of these de¬ 
terminations os prescribed in 5 U.S.C. 
553 and not providing for delay in effec¬ 
tive date as prescribed in that section, 
because the necessity to issue construc¬ 
tion industry wage determination fre¬ 
quently and in large volume causes pro¬ 
cedures to be impractical and contrary' 
to the public interest. 

General Wage Determination Deci¬ 
sions are effective from their date of pub¬ 
lication in the Federal Register without 
limitation as to time and are to be used 
in accordance with the provisions of 29 
CFR Parts 1 and 5. Accordingly, the ap¬ 
plicable decision together with any modi¬ 
fications issued subsequent to its publica¬ 
tion date shall be made a part of every 
contract for performance of the de¬ 
scribed work within the geographic area 
indicated as required by an applicable 
Federal prevailing wage law and 29 CFR. 
Part 5. The wage rates contained therein 
shall be the minimum paid under such 


contract by contractors and subcontrac- Modifications To General Wage 
tors on the work. Determination Decisions 


Modifications and Supersedeas Deci¬ 
sions to General Wage Determination 

Decisions 

Modifications and Supersedeas Deci¬ 
sions to General Wage Determination 
Decisions are based upon information ob¬ 
tained concerning changes in prevailing 
hourly wage rates and fringe benefit pay¬ 
ments since the decisions were issued. 

The determinations of prevailing rates 
and fringe benefits made in the Modifi¬ 
cations and Supersedeas Decisions have 
been made by authority of the Secretary 
of Labor pursuant to the provisions of the 
Davis-Bacon Act of March 3. 1931. as 
amended <46 Stat. 1494. as amended. 40 
U.S.C, 276a) and of other Federal stat¬ 
utes referred to In 29 CFR 1.1 (including 
the statutes listed at 36 FR 306 follow¬ 
ing Secretary of Labor's Order No. 
24-70) containing provisions for the pay¬ 
ment of wages which are dependent upon 
determination by the Secretary of Labor 
under the Davis-Bacon Act; and pur¬ 
suant to the provisions of Part 1 of Sub¬ 
title A of Title 29 of Code of Federal 
Regulations. Procedure for Predetermi¬ 
nation of Wage Rates (37 FR 21138* and 
of Secretary of Labor’s Orders 13-71 and 
15-71 «36 FR 8755. 8756). The prevailing 
rates and fringe benefits determined in 
foregoing General Wage Determination 
Decisions, as hereby modified, and/or 
superseded shall, in accordance with the 
provisions of the foregoing statutes, con¬ 
stitute the minimum wages payable on 
Federal and federally assisted construc¬ 
tion projects to laborers and mechanics 
of the specified classes engaged in con¬ 
tract work of the character and in the 
localities described therein. 

Modifications and Supersedeas Deci¬ 
sions are effective from their date of pub¬ 
lication in the Federal Register without 
limitation as to time and are to be used 
in accordance with the provisions of 29 
CFR Parts 1 and 5. 

Any person, organization, or govern¬ 
mental agency having an interest in the 
wages determined as prevailing is en¬ 
couraged to submit wage rate Informa¬ 
tion for consideration by the Depart¬ 
ment. Further information and self- 
explanatory' forms for the purpose of 
submitting this data may be obtained by 
writing to the UJ5. Department of Labor. 
Employment Standards Administration. 
Office of 8pecial Wage Standards. Divi¬ 
sion of Wage Determinations. Washing¬ 
ton. D.C. 20210. The cause for not 
utilizing the rule-making procedures 
prescribed in 5 U.S.C. 553 has been set 
forth in the original General Wage De¬ 
termination Decision. 

New General Wage Determination 
Decisions 

Alabama .™. AL77-1090 

Oeorgla -- 0 A 77-1003 

Michigan ... MI77-2100 

North Carolina .. NC77-1O02 


The numbers of the decisions being 
modified and their dates of publication 
in the Federal Register are listed with 
each State. 


Arizona: 

AZ77 - SOS8; AZ77 - 6059; 

AZ77-5060. 

California: . 

CA77-6039; CA77-6040_ 

Florida: 

FL77-1065 .. 

Georgia: 

AR 4038 .. 

Idaho: 

ID77 5046 _ 

Illinois: 

IL76-2015 .. 

IL76-2120; IL76 3121. 

IL76-2126; IL76-2127_ 

11.76 - 2128; IL76 - 2131; 

IL76-2133 

IL76-2130; IL76-2132. 

IL76-2142 . 

IL76-2144 ™ T . 

II.76-2145. 

IL76-2149 . 

IL77-2029 .. 

IL77-2068 . 

Kansan: 

MO77-4075 .. 

Louisiana: 

LA77-4104 .. 

Maryland: 

MD77-3077 .-. 

Michigan: 

MI76 2140 . 

MI77 - 2050; MI77 - 2053; 

M177-2054. 

M177 -2055 - 

MI77-2U71 .. 

Minnesota: 

MN77-2047 .. 

MN77 2048 .. 

Mississippi: 

MS77-1Q33-- 

Montana: 

MT77-5067 .- 

Nevada: 

NV77-5031 .. 

NV77-5061 .-. 

New Mexico: 

NM 77-4116.~ 

Pennsyl vanla: 

PA77-3029; PA77-3030- 

PA77-3031; PA77-3039- 

PA77-3049 .. 

PA77-3050, PA77-3053; 

PA77-3054: PA77-3055; 

PA77-3057. 

PA77-3061 . 

South Dakota: 

8D77-3065 .. 

Texas: 

TX77-4007; TX77 409S-.. 

TX 77-4101 .. 

TX77-4108 . 

Washington: 

WA77-6058 . 


June 17. 1977. 


Apr. 22. 1977. 
May 13. 1977. 
Sept. 27.1974. 

May 13. 1977. 

Feb. 27, 1976. 
Oct. I. 1976 
Oct. 8. 1976. 
Oct 22 !97fi. 

Oct. 29. 1076. 
Nov 12. 1976. 
Nov. 25. 1976 
Dec 3. 1076 
Dec. 10. 1976. 
Feb. 25. 1977 
June 10 1977 


Apr. 8. 1977* 

May 20. 2 **77. 

June 3. 1977. 

Nov. 19. 1976. 
May 6 . 

May 13, 19?7. 
June 3 , 1 * ^ 7 . 

May 6. 1977. 
May 20. 1977. 

Mar. 25. 1977 

June 3. 1977. 

Mar. 18. 1977. 

June 17, 1977. 

Do. 


Feb 18. 1977. 
Apr. 8. 1977. 
Apr. 22, 1977 
May 13, 1977. 


June 10. 1977. 

June 17, 1977 

May 6. 1977. 
May 13. 1977. 

June 3, 1977. 

June 17. 1977. 


Supersedeas Decisions to General Wage 
Determination Decisions 


The numbers of the decisions being su¬ 
perseded and their dates of publication in 
the Federal Register are listed with each 
State. 

Supersedeas Decision numbers arc in 
parentheses following the numbers of the 
decisions being superseded. 
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